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Short Cut Identification Sheet
For IRB Module Only

Protocol Button: Opens the protocol screen, users can
create a new protocol, create an amendment and create a renewal. You
can also create notes here for a particular protocol at any point of the
protocol history.

Add Protocol Button: This button creates a new record
within the Protocol and Committee screens

! Protocol Summary Button: Users can view the summary
for a particular protocol. This is good for quick reference for such things
as who is Pl and expiration date.

Protocol Details Button: Allows users to view, only, the
entire protocol record.

Protocol Submission Button: Opens a screen where users
will see all protocols that have been submitted for IRB review and where
all comments for the decisions made on a specific protocol will be entered.
Also allows users to assign IRB reviewers to a particular protocol.

Ijl Protocol Submission Details: Allows users to view the

summary of a particular protocols submission details. For example, this
will let you check if the protocol go for an expedited or full review and
who are the reviewers.
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Short Cut Identification Sheet
For IRB Module Only

Schedule Button: Open the window where you would
assign a protocol to a particular IRB committee and allows you to assign
reviewers as well as assigning the protocol to a particular meeting.

Save Button: Saves any changes made to a particular

Save As Button: Use to save a query as an Excel report.

@@é\ﬁ*

Edit Button: Allows user to edit a particular record in
any screen.

2o

m]

T

Committee Button: Opens window to allow for the
creation and modification of IRB committees.

1®

Search Button: Users can use this button to search with
in any screen.

[

Maintain Sponsor Button: Allows for the creation and
modification of sponsors.

A
=k

Rolodex Button: Allows users to search for a particular
agency and locate contact information for the same.
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Exit Button: Use this button to exit out of the application

|

Cascade Button: Use this window to view the windows
you have open in a cascade fashion.

(1]

Tile Button: Use this button to layout the windows you
have open in a horizontal tile fashion.

=

Vertical Tile Button: Use this button to layout open
windows in a vertical tile fashion.

a

Layer Button: Use this to place all the open windows
one right on top of another in a “layered” fashion.
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Searching How To’s

*For all search options you can use the asterisk * symbol as a wild card.

1. How to Search for PI Name, Protocol Number, & Title: EXAMPLE JOHN
SMITH
e

Hit the Search Button k=== and when the window opens click in the Investigator

field.

You can search by first or last name, and by part of a name.

For searching by First Name you will need to type the following: “John™” this
will generate a list of all the Johns that have protocols entered in the database. The wild
card symbol is placed after the first name to indicate that it is “OK” for the database to
pull a “John” with any text AFTER the first name. Like wise, if you’d like to look up an
investigator by last name you would type “*Smith™. This will pull all of the Smiths that
were entered into the database. Here the wild card was used BEFORE the last name to
tell the database that it can pull all records with any text before the word “Smith”. In
order to search by a partial name you would type “*Smit*” this will pull a list with any
name that has “Smit™ in it.

File Edit Actions Maintain Departmental Admin  Central Admin  Toolks  Window Help
00 D | e @ | P | | 2 | B e | @ | 6 ] | 200 ) 9
B0 =]

Protocol Ho Type Status Title D iphion/Keyword Application Date| Approval Date | Expwation Date Investigator
nooooooozs ical Research  |Deferred Testtille - sep 22 ... Test descr - sep 22 03 22-Sep-2003 Cornet &. Smith (353 &
000000023 ical Research  |sctive - Open to E... Pratocol test 23 S... Keyword 23-Sep-2003 [25-Sep-2003 24-Sep-2004 Ciifford &. Smith 431
lnoooooo02a Ciinical Research  |active - Oper o E... Protocol test 23 5... Keyword 23-5ep-2003 (23-Sep-2003 22-Sep-2004 Ciifford & Smith (431
0000000030 Ciinical Research  |active - Oper o E... Protocol test 23 5. Keyword 23-5ep-2003 [23-Sep-2003 22-Sep-2004 Ciifford & Smith (431
0000000031 Ciinical Research  |active - Oper o E... Protocol test 23 5. Keyword 23-5ep-2003 (23-Sep-2003 22-Sep-2004 Ciifford & Smith (431
0000000032 Ciinical Research _|sctive - Open 1o E... Protocol test 23 S... Keyword 23-Sep-2003 [23-Sep-2003 22-Sep-2004 Ciifford &. Smith 431
000000033 Ciinical Research _|sctive - Closed to... Pratocol test 23 S... Keyword 23-Sep-2003 [23-Sep-2003 22-Sep-2004 Ciifford &. Smith (431
0000000034 Ciinical Research  [Disapproved Protocol test 23 5. Keyword 23-5ep-2003 [23-Sep-2003 22-Sep-2004 Cifford & Smith (431
000000035 Ciinical Research  |active - Oper 1o E...|Protocol test 23 5... Keyword 23-5ep-2003 (24-Sep-2003 23-Sep-2004 Ciifford & Smith 431
0000000035 Ciinical Research  |active - Oper o E... Protocol test 23 5. Keyword 23-5ep-2003 [24-Sep-2003 23-Sep-2004 Ciifford & Smith (431
oooooooz? Ciinicel Research  |Disapproved Brotacnl test 93 % Kewnined 93 sen.ann 9a_zen_anm 93Zen-ona Fiiftoret & Smith 471
000000038 Clinicel Research  |Disapproved Protocol Search ! = x| :
G000000039 Cinical Ressarch _|ctive - Opento £ (1otocol No | Protocol Type | Reference #1 [ Protocol Status | Investigator Title = [
0000000040 Clirical Ressarch  [Pendingn Progre: Hohn® =
0309000001 Clinical Research  |Pendingin Progres Fesmith Clear |
0309000003 Clinical Research  |Active - Openta £ smit% E
0309000007 Clinical Research  |sctive - Opento E Cancel ||~
0309000003 Ciinical Research _ [Deferred E
0303000003 Ciinical Research  |sctive - Opento E i
0303000010 Ciinical Research  [Disapproved B
0309000012 Ciinical Research  [Submitted 1o IRS B
0309000013 Ciinical Research _ |#ctive - Open 1o € i
0310000018 Ciinical Research _ [Closed by Investic i
0310000021 Ciinical Research  [Closed by Investic i
0310000023 Ciinical Research  [Withdrawn | B
0310000024 Cliical Ressarch |Submitedto k6 L4 ] o] B
0310000031 Ciinical Research _|sctive - Closed to... Pratocol test 140... Keyword 23-Sep-2003 14-0ct-2003 13-0ct-2004 Ciifford &. Smith (431
0310000032 Ciinical Research _|sctive - Closed to... Pratocol test 150... Keyword 23-Sep-2003 15-0ct-2003 14-0ct-2004 Ciifford &. Smith (431
0310000033 Ciinical Research  |Submittedi 1o IRE |Pratocol test 150... Keyword 23-Sep-2003 15-0ct-2003 14-0ct-2004 Cifford 4. Smith

<
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Searching How To’s

The same principle used in this example to search by Investigator name would be used to
locate a record by either protocol number, title, description, keyword or any other field
that is NOT a drop down menu.

2. How to Search by Date Range: EXAMPLE 9/01/04-9/30/04 by Expiration Date

The search option will open automatically when the Protocol Screen is opened for

the first time. Or you can hit the Search Button and click on either the Protocol
Number, Approval or Expiration Date. For this example we will use the Expiration Date
field.

In order to define the range you will need to type in the following statement
within two cells of the search field. In the first cell you will type in the starting
date*>=09/01/04"", then in the second cell you will type the end date as “and <=09/30/04".

Eﬁtneus

File Edit Actions Maintain Departmental Admin  Central Admin  Tools Window Help

_|\lll 2| |08 o 2] 2 | B & B ©

L= \%|E|[|[I|I:|_H£|

Unit Humber

Investigator

Cohen, Jeffrey b |21

- OpentoE...|Protocol test 23 S... [Heyword 23-Sep-2003 25-Sep-2003 24-Zep-2004 Clifford &, Smith 431 Burn Center
roh |Active - Opento E..|Protocol test 23 5. [Keyword 23-Sep-2003 23-Sep-2003 22-Sep-2004 Clitford & Staith 431 Burn Center
roh |Active - Opento E. Protocol test 23 5. (Meyword 23-Sep-2003 23-Sep-2003 22-Sep-2004 Clitfard & Stith 431 Burn Center
rch |Active - Opento E.. |Protocol test 23 S [Heyword 23-Sep-2003 23-Sep-2003 22-Sep-2004 Cliffard & Smith 431 Burn Center
rch |Active - Opento E...[Protocol test 23 5. [Heyword 23-Sep-2003 23-Sep-2003 22-Sep-2004 Cliffard & Smith 431 Burn Center
rch  |Active - Closed to... |Protocol test 23 5. [Weyword 23-Sep-2003 23-Sep-2003 22-Sep-2004 Clifford &, Smith 431 Burn Center
rch  |Disspproved Protocol test 23 S... [Heyword 23-Sep-2003 23-Sep-2003 22-Zep-2004 Clifford &, Smith 431 Burn Center
rch |(Active - Opento E. |Protocol test 23 5. [Meyword 23-Sep-2003 24-Sep-2003 23-Sep-2004 Clitfard & Staith 431 Burn Center
roch o |Active - Opento E. |Protocol test 23 S (Meyword 23-Sep-2003 24-Sep-2003 23-Sep-2004 Cliffard & Stith 431 Burn Center
rch  |Disappraved Protocol test 23 5... |Keyward 3. 2003 4. Sen N3 3. 2nna IClifford 8 Stk a1 Fuirn Perter
rch  (Disspproved Protocol test 23 S... [Heyword Protocol Search L :
roh  |Active - Opento E...fest st /Kepword Key Person Research Area | Application Date] Approval Date | Expiration Date e L]
==03/01.04 o

rch Pendingdn Progress test edit protocol est

rch  [Pendingdn Progress test edit protocal - test =08/30i04 Clear

i,

rch |Active - Open to B [Another

rch [Active - Opento E...|Protocol test 23 S... [Heyword Cancel

rch  (Closed by Investig... ttle2 keywvord _
rch |Active - Opento E...|Protocol test 23 5. [Meyword Il
roch (Deferred Protocol test 23 5. [Meyword Il

rch |Active - Opento E. |Protocol test 23 S [Meyword

rch |Disapproved Protocol test 23 5. Meyword
rch |(Submitted to IRE Protocol test 23 S... [Heyword
rch  [Pendingn Progress [COX-2 Inhibition ...

rch Pendingdn Progress [COX-2 Inkibition ... 'l

rch |Pendingdn Progress [Expression of Cy —‘I I r |
rch |Pendingdn Progress |& Tissue Marker ... D5-Sep-2003 05-Sep-2003 07 -Sep-2004 Dannenberg, And... (0000003 Mecicine Digestiv
rch  [Pendingn Progress |RHY THM ICDiGuic. 05-Sep-2003 05-Sep-2003 07 -Sep-2004 Lerman, Bruce 00.00020 hedicineCardiology

Pendingn Progress |The RHYTHM ICD ... 053-Sep-2003 05-Sep-2003 07 -Sep-2004 Lerman, Bruce 00.00020 MedicineZardiology
I
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Searching How To’s

3. How to Search for Records that Have Been Submitted for Review: EXAMPLE
09/01/03 Meeting Date

This type of search will be done in the Schedule Screen. Again the search
window will automatically open when this screen is launched for the first time, or you

can hit the Search Button .

In this example we are looking to find records which have been submitted for
review at a particular meeting date; this case 9/01/03. One of the purposes for this type
of search would be to generate an agenda.

You will need to enter the following meeting date ““09/01/03” in the “Scheduled
Date” field. All IRB Committees that have meetings scheduled for this date will be
generated.

E dcoeus |
File Edit Maintain Departmental Admin  Central Admin  Tools ‘Window  Help

Committee Name
""""""" Mew Committee

Scheduled 3 ee
126 01-5ep-2003 kg Scheduled 27-Aug-2003 000000000000002 Test IRE Committee
152 01-Sep-2003 g Scheduled 22-Aug-2003 000000000000003 Mew Test Commitee - Sep 17 03

165 01-5ep-2003 MY Scheduled 22-A1g-2003 000000000000004 Committee Sep1903
178 01-Sep-2003 WY Scheduled 01-Sep-2003 000000000000005 IFE
180 01-Sep-2003 Y Scheduled 27-RAug-2003 000000000000006 Committee 23 Sep 03
sheesenrch x
Scheduled Date Place Schedule Status Protocol Deadline Committee | =
901 13| - &I
Clear

Cancel
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Searching How To’s

4. How to Search by Submission Type: EXAMPLE View a list of all Initial Protocol
Applications records that have been submitted for review

This search will be done within the Protocol Submission List screen. The search
window will open up automatically when you open up the Submission List screen or you

can hit the Search Button .

Select the “Submission Type” field and it will give you a drop down list with all
of the different kinds of Submission types. In this example you will select “Initial
Protocol Application” and then hit the “Find” button.

The database will generate a list of all the Initial Protocol Applications that have
been submitted to the IRB. These same steps would be taken to look up Continuing
Reviews or Amendments that have been submitted for review. The only change would
be the Submission Type you select.

&itueus

File Edit Actions Maintain Departmental Admin  Central Admin  Tools

Window Help

o to Committee Continuing Full

0310000022R001  [Submitted to Committee  10-Oct-2003 Continuing Review/Con... Annual Scheduled By IRE Full 194 01-Jan-2004
0309000014R003  [Complete 14-0ct-2003 Continuing Review/Con... Annual Scheduled By IRE Full 195 01 -Mar-200¢
0310000022R003  [Complete 14-0ct-2003 Continuing Review/Con.. |Annual Scheduled By IRE Full 195 01 -Mar-200«
0310000031R001  In Agenda 14-0ct-2003 Continuing RevieswCoh Full 000000000000006 192 03-Rlory-2007
0310000031R00T  In Agenda 14-0ct-2003 Continuing ReviewCan... Full 000000000000006 192 03-Ndovy-2007
0310000025R001  [Complete 30-Oct-2003 Continuing Review /Con... /Annual Scheduled By IRE Full 12345 195 01 -Mar-200¢
0311000053 Complete 13-Mow-2003 Continuing Review /Con... Full 000000000000006 193 01-Dec-200:
0310000045 Complete 14-Movw-2003 Continuing Review/Con. .. Full 000000000000006 193 01-Dec-2000
0403001189 Spproved 05-Mar-2004 i ine Revrisr Con Ful NONNANNNNAAANNS |97 A1 _hdewy 200

Protocol submissionsearch =

Protocol No Submission Type Submission Stalus Submission Date

L3
§ |82

Fesponse to Previous IRE Maotificstion
[zelf Report of Non-Compliance
ornpliant

dverse Everts

Feport of protocol-related COI
Fequest For Termination
equest to Cloze

equest for Suspension
Fequest to Close Enrollmert
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Searching How To’s

5. How to Search For a Particular Sponsor: EXAMPLE American Cancer Society

This search will be done in the Rolodex Screen, which you can open by hitting the

.
Rolodex Button - or by going to the Maintain menu and selecting “Rolodex”.
When the Rolodex screen is open it will automatically open up the search

jo
window, or you can open the search window by hitting the Search Button .

In the Sponsor Name field you will type in the full Sponsor name; such as
“American Cancer Society” the database will then pull that particular agency from its
list.

F.q'itneus

File Edit Maintain Departmental Admin  Central Admin  Tools Window Help

| o0]5] =/l e

poiftte Cada Middlo Namo Suffix

5
123458

Rolodex Search A\ 1‘
Rolodex Id Spongor Code | Sponsor Mame Last Name First Hame Middle Nam:

IMEHCEN CANCEr SO =
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Running Reports

How to run a report EXAMPLE: Active Projects for Pl

1. To run a report, you will begin by performing a search (See Searching How Tos). In
this example we are looking for all active projects for Dr. Smith.

=1

0000000023 Clinical Research  |\Active - Opento E...|Protocol test 23 5. Keyword 23-Sep-2003 23-5ep-2003 22-Sep-2004 Clitfard A, Smith
0000000030 Clinical Research  \Active - Opento E... Protocol test 23 5. Keyword 23-Sep-2003 23-5ep-2003 22-5ep-2004 Clitford &, Smith 431
0000000031 Clinical Research  |Active - Opento E... Protocoltest 23 5. Keywweord 23-Sep-2003 23-Sep-2003 22-Sep-2004 Clifford &, Sraith 431
0000000032 Clinical Research  |Active - Opento E... Profocoltest 23 5. Kewweord 23-Sep-2003 23-Sep-2003 22-Sep-2004 Clitford &, Sraith 431
0000000035 Clinical Research  |Active - Opento E... Protocoltest 23 5. Keywweord 23-Sep-2003 24-Sep-2003 23-Sep-2004 Clitford &, Sraith 431
0000000036 Clinical Research  |Active - Opento E.. [Protocoltest 23 5. Keyweord 23-Sep-2003 24-Sep-2003 23-Sep-2004 Clitford & Sraith 431
0000000039 Clinical Research | Active - Opento E... test test 24-Sep-2003 24-Sep-2003 23-Sep-2004 Donnet &, Smith 353
0309000003 Clinical Research | Active - Opento E... Profocoltest 23 5. Keywweord 23-Sep-2003 30-Sep-2003 29-Sep-2004 Clitford &, Sraith 431
0309000007 Clinical Resgarch  |Active - Cpento E... Protocol test 23 5.0, Keyweord 23-Sep-2003 25-Sep-2003 24-Sep-2004 Clifford &, Sraith 431
0309000008 Clinical Research  |Active - Opento E_Brefnenl tact 93 € Wavsaned 93_Qen 2003 95_Cen 2003 94 INN4. Clitfowd & Swith 14731
0309000013 Clinical Resgarch | Active - Cpento E ll
0310000041 Clinical Ressarch  Active - Open to E Protocol No Protocol Type | Reference #1 | Protocol Status Investigator Title o
0310000043 Clinical Research  Active - Open o E ctive - Ogenta E.. fie %snith] = 4'
0310000045 Cinical Ressarch  |Active - Opento E Clear ||
0310000047 Clinical Resgarch  |Active - Cpento E

0311000050 Clinical Research | Active - Opento E Cancel ||
0311000051 Clinical Research  \Active - Opento E

0311000052 Clinical Research  |Active - Opento E

0311000053 Clinical Research  |Active - Opento E

0402001178 Clinical Research  |Active - Opento E

0402001179 Clinical Research  |Active - Opento E

0402001181 Clinical Research  |Active - Opento E
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Running Reports

2. Once the necessary list has been generated, you will need to hit the Save As button E .

This action will automatically bring up the “Save Window”. From here, you will name the
file, and let the database know where to save the report. In this example I called my file
“Dr. Smith” and | choose to keep it on my Desktop.

3. At this point you have finished running the report. The database has saved the report as
an Excel file.

L Coeus

Fie Edt Actions Maintsin Departmental Admin  Central Admin Tools Window Help

proacoitio | Tufll |
,_

toE

b |

Pr il e

Written & Designed by: Maria Martinez Weill Medical College of Cornell

0000000029 Clinical Research - Opento E.. |Protocol test 23 5. Keyward 23-5ep-2003 (23-Sep-2003 [22-Sep-2004 Clitford &. Smith

0000000030 Clinical Research  [Active - Opento E.. |Protocol test 23 5. |Keyword 23-5ep-2003 [23-Sep-2003 [22-Sep-2004 Clitford &. Smith 431
0000000031 Clinical Reseatch  [Active - Opento E.. |Protocol test 23 5. |Keyword 23-5ep-2003 (23-Sep-2003 [22-Sep-2004 Clitford & Smith 431
0000000032 Clinical Research  [Active - Opento E.. |Protocol test 23 5. |Keyword 23-5ep-2003 [23-Sep-2003 [22-Sep-2004 Clitford &. Smith 431
0000000035 Clinical Reseatch  [Active - Opento E.. |Protocol test 23 5. |Keyword 23-5ep-2003 (24-Sep-2003 (23-Sep-2004 Clitford & Smith 431
0000000036 Clinical Research  [Active - Opento E.. |Protocol test 23 5. |Keyword 23-5ep-2003 (24-Sep-2003 [23-Sep-2004 Clitford &. Smith 431
0000000039 Clinical Research  |Active - Opento E.. ftest test 24-Sep-2003 (24-Sep-2003 (23-Sep-2004 Donnet & Stith 353
0309000003 Clinical Research  [Active - Opento B Protocol te C oot = 5SS e A S gmith 431
0309000007 Clinical Research  |Active - Opento E.. |Protocol te =— mith 431
1303000003 Clinical Research  [Active - Opento B |Protocol te Savein: p = mith 431
0309000013 Clinical Research  |Active - Opento E.. |Protocol te @ v D ) mith 431

ly Documents
0310000041 Clinical Research  |Active - Opento E.. [Mew title C @‘ My Computer itnith 353
0310000043 Clinical Research  |Active - Opento E.. [Mew title C My Network Places itnith 353
0310000045 Clinical Resgarch  [Active - Opento B bew title C %ﬂ Coeus-Cormell-Datahtap imith 353
0310000047 Clinical Research  |Active - Opento E.. [Mew title C itnith 353
0311000050 Clinical Research  |Active - Opento E.[Title NovOE itnith 353
0311000031 Clinical Resgarch  |[Active - Opento E...|Tilg Mov 0 mith 333
0311000032 Clinical Resgarch  |[Active - Opento E... |Mew Proto mith 353
0311000033 Clinical Resgarch  |[Active - Opento E... |Mew Proto mith 353
0402001178 Clinical Resgarch  |[Active - Opento E... |Mew Proto mith 353
04020011749 Clinical Resgarch  |[Active - Opento E... |Mew Proto mith 353
0402001181 Clinical Resgarch  |[Active - Opento E... |Mew Proto mith 353
File name: I &I
Files of type: I)(LS j Cancel
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Protocol Screen Description

Protocol Tab:

Field Name
Protocol Number

Field Description

Auto generated by clicking the
save button; once all of the
field have been completed.

Field Notes

Protocol Type

Drop down list.

This value can be used to

(Required) determine trends among
various types of research.

Title Self Explanatory

(Required)

Description/Keyword

For recording details that are
not obvious from the title

Useful things to add here:
e Drug names
o Names of illnesses

Approval date

Auto generated once the status
of a record has been modified
to “Active Open to
Enrollment”

Expiration date

Auto generated once the status
of a record has been modified
to “Active Open to
Enrollment”

Reference Num 1

Used to track any other type of
identifier.

Useful things to add here:

e Old protocol numbers

o Columbia protocol
numbers.

Reference Num 2

Used to track any other type of
identifier.

Useful things to add here:
e A contract or a grant
number, if known.

Organization Type

Drop down list records the
type institutes that will be
working on the project.

This section defaults to WMC,

however it can be changed

when required.

Useful things to add here:

e Any cooperative
organizations such as
Columbia.

Organization

Lists the name of the
performing organizations

Defaults to WMC.

Written & Designed by: Maria Martinez Weill Medical College of Cornell 13




Protocol Screen Description

Investigator Tab:

Field Name Field Description Field Notes

Person Name Records the name of the Is automatically filled when

(Required) Primary Investigator. a person has been selected

from the Person or Rolodex
directories.

Pl Box is automatically Is automatically filled when
checked to flag for who is a person has been selected
the PI. from the Person or Rolodex

directories.

Lead Check this box if the Additional unit/departments

(Required) unit/department that is for each PI can be added
listed for the PI is the
performing department.

Number The unique identifier for Is auto generated when a
each department/unit. person has been selected

from the Person or Rolodex
directories; or when a
department/unit has been
changed

Name Name of the department. Is auto generated when a

person has been selected
from the Person or Rolodex
directories; or when a
department/unit has been
changed

OSP Administrator

N/A

Is auto generated when a
person has been selected
from the Person or Rolodex
directories; or when a
department/unit has been
changed

Written & Designed by: Maria Martinez Weill Medical College of Cornell
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Protocol Screen Description

Key Study Personnel:

Field Name
Person Name

Field Description
Records the name of the
key personnel on the
project.

Field Notes

Is automatically filled in
when a person has been
selected from the Person or
Rolodex directories

Role

Self explanatory

Free text field. User can
type in any text.

Affiliation

Drop down list to flag for
Faculty, Non-Faculty or
Affiliate

Correspondence Tab:

Field Name
Type

Field Description
Drop down list

Field Notes

Useful to identify the kind
of contact that is recorded.
For example, if you need to
contact James Smith for any
protocol detail and John
Doe from a Sponsor
agency, this tab allows for
that information.

Name

Name of contact

Is automatically filled in
when a person has been
selected from the Person or
Rolodex directories.

Comments

Self explanatory

Area of Research:

Field Name Field Description Field Notes
Code Unique identifier for each This is auto generated when
department/unit a department/unit has been
selected
Name Name of unit/department This is auto generated when
(Required) a unit/department has been

selected

Written & Designed by: Maria Martinez Weill Medical College of Cornell 15




Protocol Screen Description

Funding Source:

Field Name Field Description Field Notes

Type Drop down list. You choose, if none leave
blank

Sponsor/Unit Number Unique identifier for the Auto generated when

Sponsor or Unit Sponsor or Unit has been
selected.

Name Name of Sponsor or Unit Auto generated when
Sponsor or Unit has been
selected.

Actions Tab:

Description Identifies the type of action | Field is auto generated as

that was taken on a protocol | protocol actions occur

Date Self Explanatory

Comments Self Explanatory

Subjects Tab:

Description Lists the type of subject

used in the study

Count Number of subjects used in

the study

Special Review:

Field Name Field Description Field Notes

Special Review Drop down list Useful to log any other kind
of review the protocol
requires.

Approval Drop down list with statuses

for the special review

Protocol Number Self Explanatory Use for studies that need
both IRB and IACUC
protocols

Application Date Self Explanatory

Approval Date Self Explanatory

Special Review Comments | Self Explanatory

Written & Designed by: Maria Martinez Weill Medical College of Cornell 16



Protocol Screen Description

Notes Tab:
Field Name Field Description Field Notes
Comment Self Explanatory
By Auto generates the user
name of the person who
created the note
Time Track dates and time of
entry
Restricted Check box Is used to make a note that
the user does not want
others to see. Will become
useful once PIs begin to
submit on-line.

Amendments and Renewals:
Field Name

Field Description

Field Notes

Type Either Amendment or Auto generated when user
Renewal selects to add and
Amendment or Renewal
Version Track the amendment or
renewal number
Status Self Explanatory

Created Date

Track the date the
amendment or renewal was
created

Summary

A notes box for each
amendment or renewal
entry

Written & Designed by: Maria Martinez Weill Medical College of Cornell
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How to Create a New Protocol Entry

1. Open the Protocol screen by hitting the Protocol Button = Or by clicking
on the Maintain menu and selecting Protocol. This action will automatically

open the search window, if the screen is being opened for the first time; simply

O]

2. To create a new protocol you must click on the Add Protocol button s

hit “Cancel” to continue

located on the upper left hand side of your screen. You can also go to the Edit
menu and select the Add option. A window for a new protocol will open and you
can begin to enter the information for a protocol, such as PI, Title, Keywords and

SO on.

Written & Designed by: Maria Martinez Weill Medical College of Cornell 18



How to Create a New Protocol Entry

3. Protocol Tab: This tab requires the user to enter the title of the protocol and the
type of protocol that is being submitted. For example, a Clinical Research or
Medical Record Review. It is important to note that this tab provides us with two
fields called “Reference Number 1” and “Reference Number 2”. This is where
the user can record any other Protocol numbers, like numbers provided from
Columbia University or old Protocol numbers. This is a key field due to the fact
that Coeus will automatically generate the protocol number. Under the
“Organization” section of this tab, Coeus will automatically enter the WMC
information. However, if another organization is the performing organization or
if there is more than one institute that will work on the study, you can add that
organization by hitting the Add button and locating the organization in the

Organization search window.

File Edit Protocol Actions Maintain  Departmental  Admin  Central Admin  Window  Help
. -
¥ === 005 |

Pratocol | investioator | Key Study Personnel | Corresponderts | Area of Ressarch | Funding Source | actions | Subiects | Special Review | Motes | Amendments & Renewals |

e =]

£ #Protocol Details

Py I D etail:

Pratacol Number - |
Stabus : ferdingin Progre-c -1
Title ruse ‘weight by eating chocalate] i’
Description/Keyword : i’
Application Date - [15 Mar-2004 Approval Date :
Expiration Date - | FDA Application No. :
Raference Num 1 - |
Reference Num 2: |
o
o Add
Type | o izali ||| my ora
@ Performing Organization RASP Office 125 rereto il Delete
newr york
Mewy vark 12346, Unted States
Find Addr |
Clear Addr |
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How to Create a New Protocol Entry

4.

Investigator Tab: Here the user will record the information for the Primary
Investigator. You will begin this section by hitting the “Find Person” button.
This will pop open a search window, where you will type the Investigator name.
Coeus will then generate that particular person or list of persons that have the
same name. Highlight the person that will be the P.I. of the study and hit “OK”;
Coeus will plug in the information onto the tab for you. Be sure to check off the
lead unit box as it is a required field. Perhaps the Pl works with more that one
department; lead “Unit” represents the department where the PI primarily works.
The user can add or remove units/departments by using the buttons on the right

side of the unit listing.

€ s Protocol Details

Pratacal Investietor | key Study Personnel | Correspondents | Area of Research | Funding Source | actions | Subiscts | Special Review | Hotes | amendments & Reneswals |

é | Cy| = (=00 B

Person Hame | P1 | Affiliation | Add

? Matia Martinez

v atriiste
Delete
Find Person
Find Rolodex

Lead | Number

Name OSP Admin |

M 2038

@ |

Research Administration

Medicine Add Unit
Delete Unit
Find Unit
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How to Create a New Protocol Entry

5. Key Study Personnel Tab: To begin this section, you will again start by hitting
the Find Person button, and then typing in the name of the key personnel you
need to enter. Coeus will generate the name, or list of names, that you are looking
for. Highlight the name of the person you’d like to record and hit the Ok button.
Coeus will plug in the name for you. Once the name has been entered you can
click on the “Affiliation” field and select either affiliate, faculty, or non- faculty
from the drop down list. In the “Role” field, free type any particular details that

you would like to record.

File Edit Protocol Actions  Mainkain  Departmental  Admin  Central Admin  Window  Help

Bly|e| ol
Eeprotocalpetalls

Protaco\l Investigator  Key Study Persannel | Correspondentsl Area of Researchl Funding Sourcel Actionsl Subjectsl Special Reviewl Nmesl Amendmerts & Rengwals

~Key Study Person
Person Hame I Role | Affiliation | Add

(& Dorcthy Hipriann ] Adtiiste
. - Delete
Meszsing, Ms. Donna Departmant Administrator  Affiliste
Find Person |
Find Rolodex |
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How to Create a New Protocol Entry

6. Correspondence Tab: Here is where the user can record the contact names for
various aspects of the protocol.

a) Begin by hitting the Find Person button, if you will be entering a WMC
Contact or by hitting the Find Rolodex button if you will be using a
contact outside of WMC. Enter the name of the person you need, in either
search window, highlight the name you need and hit OK.

b) Click on the “Type” field and select a type of correspondence from the
drop down list, such as sponsor level or protocol level.

c) Inthe Comments box annotate any notes you would like to record about a
particular contact, such as a coordinator of a project.

File Edit Protocol dctions  Maintain  Departmental  Admin  Central Admin  Window  Help
=

88| | =] o
@_ilPrutucol Details
Protacal | Investigator | Key Study Personnel Correspondents | Area of Research | Funding Source | Actions | sublscts | Special Review | notes | Amendrments & Renewais |
L
Type I Name | Add I
Organizational level  Cohen, Jeffrey M Delete I
@ Sponsor level Rosa, Thomas -
Find Person I

Find Rolodex I
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How to Create a New Protocol Entry

File Edt Protocol Actions Maintzin  Departmental  Admin Central Admin Window  Help

7. Areaof Research Tab: The user will start off by hitting the Add button. This
action will launch a window listing all of the WMC departments and their

perspective divisions. Simply highlight the selection desired and hit OK , Coeus

will fill in the selection into the tab. If the research study will work with more
than one unit/department add additional units/departments by hitting the Add

button and selecting additional units.

Ble| o

€ #Protocol Details

Frmocoll Invas‘t\gatorl Hey Study Persannell Corresporderts  Ares of Research | Funding Sourcel Acﬂonsl Sub]amsl Specisl Rewaw' Ncrtesl Amendments & Renewals

=[=000) B

~Areaof B
Code I

Descriplion

Add

Delete |

Area Of Reseatch - Select Node i ll

[] 000001 : Al Research Areas

— [7 0000001 : MedicineiGeneral Intemal

— [ 00.00002: Peciattics

— [1 0000003 : MedicineDigestive Diseases

— [ 00.00004 Medicinednfectious Dissases
— [7 00.00005 : MedicineHematalagy & Oncalagy
— [ 00.00006 : Psychistry :
[ 0000007 : Ophthalmalogy

— [ 00.00008 : Medicine/Endocrinalogy

[ 0000009 : Lirology

— [ 00,0000 Surgerysvascular

[ 000004 : Psychiatryifestchester

—[] 0000012 : Radiclogy

[ 000003 : Neurology & Meuroscisnce

—[] 0000014 : Surgeryioral

7 000005 : Ctorhinalaryngolagy

—[] 00.00016 ; Anesthesiolagy

[ 000007 : MedicineiGastroenterolagy & Hepatalogy
—[] 00.00018 : Chstetrics & Gynecology

[ 0000048 - MedicinePulmorary & Criical Care
—[] 00.00020 : MedicinedCardiology

[ 0000021 : MedicineRheurnatology

—[] 0000022 : Surgery

[ 0000023 : Microbiology

1 NN ANN24 © Medicinedntermational Med 8 Infretinns Dis

= oK
Cancel
Search
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How to Create a New Protocol Entry

8. Funding Source Tab: Begin by hitting the Add button. Select the type of
Sponsor you would like to enter from the drop down list in the “Type” field.
Then hit the Find Button and type in the name of the funding source you are
recording. Please note that the type of search window that is launched depends on
the type of funding source you have selected from the drop down list. Once you
have generated the funding source you need, highlight your selection and hit OK.
Coeus will add that information into the tab. Please note that if you select
“Other” from the drop down list, you will be required to free type the funding
source into the field.

File Edit Protocol Actions  Mai Departmental  Admin  Central Admin  Window  Help

€ ¢ Protocol Details

Protocoll Investigatorl Hey Study Personnel | Corrasponder’vtsl Area of Research  Funding Source | Act\onsl Subjectsl Special Raviewl Notesl Amendments & Rengwals

~Funding 5§

Type | Sponsor/Unit Number | Name | T
Sponsor 100002 American Cancer Society
@‘ Unit 406 polals
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How to Create a New Protocol Entry

9. Action Tab: This tab is NOT for data entry. It is where Coeus tracks protocols
that have been submitted for review, and Amendments or Renewals that have
been added to a protocol. As the life of the protocol evolves, Coeus will list all
events that have occurred. This tab will be blank for a brand new protocol.

10. Subjects Tab: Begin by hitting the Add button. Once the button is hit, a window
will open with a list of the various types of subjects. Highlight the desired type
and hit OK; after Coeus has filled in the subject type click in the “Count” field
and enter the number of subjects that will be used in the study. If more than one
type of subject will be used in the study, hit the Add button again and again, until

you have entered all of the needed information.

BlE|®| ol

E s Protocol Details

El| 0|5 ==/ 8|

pratacal | Investigator | Key Sttty Personnel | Correspondents | Area of Research | Funsing Source | Actions  Sublects | special Reviews | Notes | Amendments & Renewsis

ble Subii

hales
Females

Description | Count | Add |
Children 1 Delete
@ Frisoners 1
Available Yulnerable Subjects Ll

Code Description | ok |

u Children I

2 Decisionally Impaired Cancel

£ Prizaners

4 Pregnant Women

5 Fetuses

6 Students/Trainses/Felows

ol Emnployees

&l

9

1
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How to Create a New Protocol Entry

11. Special Review Tab: This tab is used to record any review that needs to be
approved before the protocol is approved. Such reviews could be IBC an external
IRB or a CAP review. Begin by hitting the Add button. Then in the “Special
Review” field select the type of review that is required from the drop down list.
Then records the approval status of that review and fill out the remaining fields
within the appropriate information. Use the comments box to enter any notes for

each particular review.

File Edt Protocol Actions Maintsin  Departmental Admin - Central Admin ‘Window  Help
Dl =[S0 e

£ sProtocol Details

Pratocoll \nvest\gatorl ey Study Persunnel'l Correspondentsl Area of Researchl Fundling Sourcel Actionsl Subjects  Special Review | Ncrtesl Amendmerts & Renewals

~Special Reviews

Special Review | Approval I Prolocnan.' Appl. Date | Appr. Date I Add

& I - | Detete

Eiohazard Materisls
(CAP Review

Radiation Saftey

Special Beview Comments -
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How to Create a New Protocol Entry

12. Notes Tab: This tab keeps a list of all notes on a particular protocol by the user
name of the person who created the note and by date. Please note that by
checking the “Restricted” box you will prevent other users from seeing the note

you have created.

File Edt Protocol Actions Mainkain  Departmental Admin  Central Admin  Window  Help
— W= 2.z [ i
MIMIilﬂm%a £H olw|5) =E00

Promcoll Invesﬂgamrl ey Study Personnell Correspondemsl Area ot Research' Funding Sourcel Actlonsl Sub]edsl Special Review Motes | Amendmernts & Renewals

C £ B Ti Restricted
ommeni I ¥y | me I esincle: I Md Nule
first hote here Ian2012 [13-Mar-2004 0320 P | O 4|

New Note for Protocol - i 5‘
By: mam2012 On: 15-Mar-2004 0323 PM I” Restricted
~Hote:

et ancther note OK
Cancel
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How to Create a New Protocol Entry

13. Amendments & Renewals: This is where all Amendments and Renewals get

created. That step will be done at a later point.

14. Once finished, you must save the record by hitting the Save button . If you
try to close the window without saving the record, Coeus will prompt you to save
the entry.
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How to Submit A Protocol For Review

1. To submit a protocol to the IRB you must first locate the protocol you would like

to submit by using the search function kel (Se€ “Searching How Tos).
2. Then open the record in Edit mode. Due this by clicking on the Edit button
Fi_dl:ueus

Fle Edit Actions Maintain Departmental Admin Central Admin Tools Window Help

04-ar-2004 01-Mov-2004
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How to Submit A Protocol For Review

3. Then go to the Action menu and select Submit for Review. This action will open
the “Protocol Submission” window.

File Edt Protocol Actions Maintain Departmental Admin  Central Admin  Window  Help

TEECEEE T
/(3| of

:E";,‘-Protocol Details - 0401001161

=500

Profocal | Investigatorl Hey Study Personnel'l Correspondentsl Ares of Research | Funding Sourcel .&cﬁonsl Subjectsl Special Reviewl Nmesl Amendments & Renewals

~Protocol Details

Protocol Number : |0401001161 Type: Cirical Research ™

Status : Fendingnn Progress ;I Billable: [~
Title: kg sample pratocol é

Protocol Submission x|
Description/Keyword : bz znowing

[abetes Fre configured Text. dE
Application Date : [23-Jan-2004 Cancel
Expiration Date : A e Check List

HelerenceNum‘1:|1111-1111111 : o
: Type: 'nrtial Protocol Application for Approval j Review Type :

Reference Mum 2 : | Type Qualifier : | LI
Committee 1D : Committee Name : |
- Pratocol Drganizati
_Drganizati Schedule D : Scheduled Date :

Type Organization ~ Committee List
@ Performing Organization RASP Office Committee Id Committos Name | T ———
Cooperative Organizat... Columbia University 000000000000001 Mewe Committee
0000000000002 Test IRB Committee Select Schedule |

000000000000003 Mew Test Committee - Sep 17 03 Show All
000000000000004 Committes Sepl903

000000000000008 Committee 23 Sep 03 Clear Selection
0000002 IRE 2

090376 mariia's irfy
12345 IRE
TESTOO000000001 Test Commitees
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How to Submit A Protocol For Review

4. In the “Protocol Submission” window begin to enter the type of submission that
you are recording. For example, “Initial Protocol Review”, “Continuing Review”
or an “Amendment”.

In the “Review Type” field select from either, Full meaning a “Full Board

Review” or Exempt, Expedited or Limited/Single Use review types.

If you have selected an Exempt or Expedited review, the user must then click on

the Check List button and choose a criteria type from the list. If the user does not
select a criteria category from the list, Coeus will be triggered to make the user
choose a criteria type or the process will not continue

File Edit Protocol Actions  Maintain

Departmental Admin - Central &dmin - Window  Help

8lw|®| ol

£ ¢Protocol Details - 0401001161

| B

Protocol I \nves‘tlgamrl Key Study Persnnme\l Cnrrespnmdemsl Area of Reseamhl Funding Snurcel .&c‘tlnmsl Suhjec‘tsl Special Rewewl Nntesl Amendments & Reneywals

~Protocol Details

3 |0401 001161

Protocol Number

Type : [linical Research furt

Slatus : Fend\ngﬂﬂ Progress

I |

Title : |rg sample protocal

Billable: [~
1

Protocol Submission

Description/Kepword © Js snowing

iabetes

Expiration Date : I
Reference Hum 1 : |1111-1111111
Reference Num 2 : |

Application Date

T i
Check List

Current Selection :

Clinical studies of drugs and medical devices anly when condtion (&) or (b) is met. (2) Research on drugs for
which an irvestigationsl new drug application (21 CFR Part 312) is not required. (Mote: Research on marketed
drugs that significartly incresses the risks or decreases the acceptability of the risks associsted with the use of
the product is not eligible for expedited review.) () Research on medical devices for which (1) an investigational
device exemption application (21 CFR Part 812) is not required; or (i) the medical devics is clearedfapproved for
marketing and the medical device is being used in accordance with its clearediapproved labeling

R

P

 Protacol O

0
Type I DOrganiz

é‘ Perfortiing Organization RASP Office

Cooperative Organizat... Columbia University

Collzction of biood samples by finger stick, heel stick, ear stick, o venipuncture as tollows: (a) from healthy,
nanpreghant adutts wwho weigh at least 110 pounds. For these subjects, the amourts dravwn may not exceed
S50 il in an @ week period and collection may not occur more freguently than 2 times per week; or (b from other
adults ahd children2, considering the age, weight, and health of the subjects, the collection procedure, the
atnourt of blood to be collected, and the fregquency with which it will be collected. For these subjects, the smount
draven may not exceed the lesser of 50 mlor 3 ml per kg in an § week period and collsction may not occur mare
frequertly than 2 times per week

Prospective collection of hiological specimens for ressarch purposes by noninvesive means. Examples: (a) hair
andd nall clippings in & nondisfiguring manner; () deciduous teeth ot time of exfolistion or if routine patient care
indicates & need for extraction; () permanent teeth if routine patient care indicates a need for extraction; (d)
excreta and external secretions (including swest), (e) uncannulated saliva collected either in an unstimulated
fashion or stimulated by chewing gumbase or wee or by applying a dilute citric solution to the tongue; (f)
placernta removed st delivery; () amniotic fluid obtained st the time of rupture of the membrane prior to or during
labor; (h) supra- snd subgingival dental plague and calculus, provided the collection procedurs is not more
invasive than routing prophylactic scaling of the teeth and the process is accomplished in accordance with

3

[

oK |

Cancel
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How to Submit A Protocol For Review

6. Select a committee that will review the protocol.

7. Continue by hitting the Select Schedule button and choose a meeting date for the
protocol to be reviewed.

8. Then click on the Select Reviewer button. You will see a list of names under the
Available Reviewers section and an empty box under the Selected Reviewers area.
Highlight/Select an Available Reviewer from the list then hit the “Left” arrow
button to place that reviewer under the Selected Reviewer section.

File Edt Protocol Actions Maintain  Departmental Admin  Central Admin  Window  Help
e 7 I
L 1 +
1| | | o | 2 | O B 1=

8| ® o

D ||

?,;-Prntncol Details - 0401001161

Pratocol | Iﬂvestigalurl Hey Study PErSUnneI'l Currespundentsl Area 0f Research | Funding SUurceI Ac:tiunsl Subjec:lsl Special REWEWI Nutesl Amendments & Renewals

~Protocol Details
Protocol Number : W Type:
Status : Fendingﬂm Progress ;I Billable: [~
Title : |76 sample protocal H

Protocol Submission |
Description/Keyword : b snowing

iabetes Pre configured Text. i
Application Date : |23-Jan-2004 Cancel
Expiration Dale : SN Dalsts Check List

He[erenceNum'l:|1111-1111111 3 : .
Type: 'nrtial Protocal Application for &pproval j Review Type : @

Reference Num 2 : | Type Qualifier : | ;I
Committee ID : |n00000000000005 Commiltes Name - [ze
- Protocol Drganizati l_ I
. s Schedule ID : Scheduled Date -

Type Organizati Reviewer List

@ Perforing Cryganizstion RASP Office Select Committee

Cooperative Organizat... Columbia University ol B s Available Bevi Select 5 chedul
F F elect Schedule
Name | Reviewer Type | Name Show All
5 Jol

Ishoma | John

Jerviter Jobn | Select Reviewer |

<< |
5y | David A Befirtian | Clear Selection
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How to Submit A Protocol For Review

7. Once the reviewers have been placed in the Selected Reviewers side, click on the

reviewer type field and assign the reviewer as either the Primary or Secondary reviewer from
the drop down list.

8. When all of the submission details have been completed hit the OK button. Coeus will
then ask you if you would like to submit the protocol for review, click on “Yes” and the
status of the record will change from “Pending” to “Submitted to IRB”.

Fle Edit Actions Maintain Departmental Admin Central Admin Tools Window Help
JMIIJtIIMwa@%| “wmgmmﬂ

€ ¢Protocol

|_ProtocolNo_| ___Type | Stas | fTille | Description/Keyward Bmiciien

Approval Date | Expiration Date
0401001161 Clini Submited to RE |IRE =

;Iilzll

Investigator

lt's snowingdisbetes F-Jan-2004 Jucith Mathisu 2047
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How to Create An Amendment Or A Renewal

1. Open the Protocol Screen by hitting the Protocol Button or by clicking on
the Maintain menu and then selecting “Protocol”

2. When the screen opens, use the search window to locate the protocol that requires
the Amendment or run a search by date range to enter renewals.

3. Once you have generated the protocol, or list of protocols you need, highlight a
single record, then go to the Edit menu and select either “New Amendment” or
“Protocol Renewal”

4. If you have selected to create an Amendment, the window for that particular
protocol will open directly to the “Amendments Tab”, and you can begin type in
the details of that amendment. It is extremely important to type in the sequential
number of the amendment when entering it into Coeus, for example #1, or #5.
Please note that Coeus allows users to approve amendments and renewals out of

order, which is why sequencing is so important, more on this later. Then hit the

T
save button H when you have completed your entry.

Edcoeus

File Edit Protocol Actions  Ma

2| == = 00 5] W

Protocal | Investigstor | ey Study Personnel | Correspondents | ares of Research | Funding Source | actions | Subjects | Specisl Review | Motes amendment Summary |

=] ol

[ sNew Amendment - 0402001184

Here is where | vwoudl record information from and amendmert.]
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How to Create An Amendment Or A Renewal

5. On the other hand, if you have selected to create a Renewal, the window for that
particular protocol will open directly to the “Renewal Tab”, and you can begin

entering data for the renewal beginning with the sequential number of the

Tl
renewal. Be sure to hit the save button H when you have completed your
entry.

File Edit Protocol Actions Maintain  Departmental Admin  Central Admin  Window  Help
o o [T I be
11 0 | | o s s 2 B ] © | e | ] 2/ I

ﬁﬂh&\

& ¢Protocol Renewal - 0402001184

Protocol' Invesﬂgatorl Key Study Personnel | Corresponderts | Area of Research | Funding Source' Admnsl Subjectsl Specisl Review | Notes  Renewsl SU""""ETYI

Feneval information here
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How to Create An Amendment Or A Renewal

6. Selecting either of these sequences will now allow you to renter that protocol for
Review. This can be accomplished by going to the Protocol Actions menu, and
selecting “Submit for Review”. (See How to Submit a Protocol for Review)

7. The “Protocol Submission” window will open and you can begin to select which
submission type you’d like to make, Amendment or Annual Renewal, you can
assign the committee and reviewers, along with all other submission details.

8. Please note that if you select an Expedited review you will be required to select an

Expedited review type from the “Check List”.
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How to Bring Back A Letter

1. Begin by opening the Protocol Screen if it is not already open. You can do this by

hitting the Protocol button
Protocol.

or by going to the Maintain menu and selecting

2. Inthe Protocol Search window enter the protocol number whose letter you would
like to regenerate.

3. Once the search has listed the protocol you are looking for highlight your
selection and click on the OK button.

4. Double click on the protocol to open the screen.

5. Go to the Actions tab on the screen, this will display a list of actions that have
been made to that protocol. The most resent action will be listed first.

Flle Edit Protocol Actions  Maintain  Departmental  Admin - Central Admin  Window  Help

| s e e [ 2 B B | O || ) = S 00 )
Y =]

€ sProtocol Details - 0402001174

P CDlI Inves‘tlgatorl Key Study Parsomnall Carresponderrtsl Area of Researchl Funding Source  Actions I Sub]ectsl Special Rewewl Nutesl Atmendinents & Renewa\sl

ion Details
Description Date Comments I

B Expedited Approval 05-Feb-2004

Submitted to IRE 05-Feb-2004 Subtrit to IRE
] Specific Minor Revisions Reguired 05-Feb-2004

Aszigned to Agends 05-Feb-2004

Submitted to IRE 05-Feb-2004 Subtrit to IRE

Proposal Crested 05-Feb-2004 Protocol Crested
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How to Bring Back A Letter

6. On the left hand side, you will see the icon for Adobe Acrobat. Click on the icon.
Coeus will then notify you that it has generated the report or letter. Then click on
the View button. In a separate window Coeus will launch the letter for you.

File Edit Protocol Actions Maintain  Departmental  Admin Central Admin - Window  Help
- 5.0 [0 [I b
1 5 | | | # |y = =000 B

6y e o

€ #Protocol Details - 0402001174

Protnco\l \nvesﬁgamrl Key Study Persorinel | Correspondents | Area of Research | Funding Source  Actions | Subjedsl Special Reviewl Notesl Amendments & Renewals
~Action Details

Description Comments

05-Fep-2004

Submitted to IRE 05-Feb-2004 Submit to RS

MSpecif\c Iinor Revisions Reguired 05-Feb-2004
Assigned to Agenda 05-Feh-2004
Submitted to IRE 05-Feb-2004 Subtnit to IRE
Proposal Crested 05-Feb-2004 Protocol Created

Reports Lisk B 1[

Repoils generated during the action ‘Expedited Approval

* for the protocol - 0402001174
il vew <

Regenerate

Close

2004 04:56 PM
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How to Regenerate a Letter

*Why use this option? The regeneration of a letter in Coeus is used in the event that the
user has a modification(s) to make on the review comments, after the letter has been
generated. This option allows the user to go back and add, remove, or modify any
revision requests that have already been placed on a letter.

[ o
)
1. Begin by clicking on the Protocol Submission button or by going to the
Maintain menu and selecting Protocol Submissions.
2. When the screen opens type in the protocol number into the Protocol Submission
search window.
3. Once Coeus has listed the protocol you need, highlight your option in the
Submission List window.
4. Go to the Edit menu and click on the Review Comments selection. This will open
the Review Comments window.

Eﬁ'toeus
File Edit Actions Maintain  Departmental  Admin  Central Admin Teols  Window  Help

s\ @ [LE[Efe | 2 B &(E o #] == 00/0) B

Submiszion Type Submission Type Qualifier Review Type

Initial Pro ati.. Full

Reyview Comments -

0K
write the consent at an Sth grade level . Cancel
Inciusion of & statement in the informed consent regarding the avaiabi...
This is ny private commernt here ;
HERE IS M NEVY COMMENT Modify
HERE IS MY MEW OR MODIFIED EMTRY

Mew

Delete
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How to Regenerate a Letter

5. To modify an entry, highlight the entry you would like to change and then click
on the Modify button. This will open the Comments window to that particular
revision request.

6. To add another entry, click on the New button and either select a revision from the
contingency list, or you can free type your entry into the Entry field.

File Edit Actions Maintain  Departmental Admin  Central Admin  Tools  Window Help
3 = | -+
|& 10 s 2 | B S| 3| =200 M 0|

Submission Type Qualifier

Initi Full

review Comments — =S X

| Entry | Private| _l_JK I
Comments ﬁ[

Entry Contingency Code : | }:9 | I Private

ERE IS MY NEWW OR MODIFIED EMTRY Save & Close

Save & New

Cancel
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How T0 Reqgenerate a Letter

7. Click on the Save and Close button in the Comments window when you have
finished your modifications.

8. Go to the Protocol screen either by hitting on the Protocol button
going to the Maintain menu and selecting Protocol.

9. In the Protocol search window type in the protocol number again.

10. When the protocol you need is listed by Coeus, double click on that protocol and
go to the Actions tab.

11. On the left hand side, you will see the Adobe Reader icon. Click on the icon.

12. Coeus will then notify you that the report, or letter, has been generated.

13. Click on the Regenerate button. When the document is ready, Coeus will let you
know that the document has been regenerated. Click OK.

or by

File Edit Protocol Actions Maintain  Departmental  Admin  Central Admin  Window  Help

L]

HESE

-EI-IQ & |LE|0H| feo [ | 22
®| O

4102001177

nnnnnnn 1] Correspandents | Area ot Ressarch | Funding source Acills | subjects | Special Review | Notes | Amendments & Renewsis |

I DEic [ I
24-May-2004

11-May-2004

10-Feb-2004
assigned to Agenda 10-Fekh-2004
Submitted to IRE 10-Feb-2004 Submit to IRS
Protocal Created 10-Feb-2004 Protosol Crested

Reports List x|

Repoits generated during the action 'Specific Minor F

C
Regenerate
| o= |

@ Document regenerated
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How T0 Regenerate a Letter

14.  After the letter has been regenerated click on the View button. The letter will open up
in a separate window, and will reflect the changes made.
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Schedule Screen Description

Schedule Tab:

Field Name
Committee ID

Field Description
Unique Identifier for the
committee

Field Notes:

Committee Name

Self Explanatory

Schedule Date

Date of a particular IRB
meeting

Status Identifies if protocols have
been scheduled for a
particular meeting date

Place Location of meeting

Time Time of meeting

Agenda Generation

Max Protocols

Identifies the maximum
number of

Deadline

Protocol deadline

Agenda Generation

Indentifies if an agenda has
been created for a meeting
date

Start Time

End Time

Comments

Notes with regards to a
particular committee

Protocols Submitted Tab:
Field Name
Protocol Number

Field Description
Column-Self Explanatory

Field Notes:

Protocol Title

Column-Self Explanatory

Submission Type

Column-Self Explanatory

Sub. Type Qualifier

Column-Self Explanatory

Sub. Review Type

Column-Self Explanatory

Submission Status

Column-Self Explanatory

Submission Date

Column-Self Explanatory

Written & Designed by: Maria Martinez Weill Medical College of Cornell 43



Schedule Screen Description

Other Actions Tab:

Field Name Field Description Field Notes:

Type Drop down list Records the extra material
that was covered during the
IRB meeting

Description Self Explanatory Login any details describing
extra material

Attendance Tab:

Name IRB member name

Guest Flag Check Box Check off for any members
of the meeting that are
guests

Alternate Flag Check Box

Alternate For Text field Enter the name of the IRB
member that is being
represented.

Comments Self Explanatory Enter any notes for a
meeting member here

Absentees Self Explanatory Auto generated when a
name of an IRB member is
not selected as part of the
attendees

Minutes Tab:

Field Name Field Description Field Notes:

Entry Type Drop down list

Entry Text Field

Private Check Box Use this to make a note that

you would like in the
minutes but not in the
agenda
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Assigning A Protocol To An Agenda

&

1 Open the Schedule screen by hitting the Schedule button ld Or by selecting

Schedule from the “Maintain” menu.

2. When the Schedule Search window opens, type in the date of the meeting you
need.

E:J.:[DELIS

File Edit Maintain Departmental Admin  Central &dmin  Tools Window Help

Scheduleld | Scheduled Date ace ubmission Eadlin C I Committee Name:

Schedule Search y 5‘
Scheduled Date Place Schedule Status Protocol Deadline Committee | =
90104 = LI

Written & Designed by: Maria Martinez Weill Medical College of Cornell 45



Assigning A Protocol To An Agenda

3. When Coeus has generated the meeting date you are looking for, highlight that

date and hit the Edit button

4. Once the window for that meeting date has opened, click on the “Protocols
Submitted” tab. Begin by highlighting the protocol at the top of the list. Then go
into the Actions menu and choose “Assign to Agenda”.

5. When the Assign to Agenda Action window opens, type in any comments you
would like to make and hit “OK”

&itoeus
File Edit Actions Maintain Departmental Admin  Central Admin  Window Help

%}!ﬂﬂi”ﬂh%a
@ o

:fdlSI:hedule Details - 225

|y =S/ 00/5) R

Schedule Proioco\sSubm‘fded|other.t\cﬁons atterciarce | Mines |

Protocol No | Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Initial Protocal Application for Approval Full Approved 09-Feh-2004
0402001177 ltit\e here Initial Protocal Application for Approval Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mewy Protocol - now 13 - n... Initial Protocal Application for Approval Expedited Approved 10-Feh-2004
0402001179 e Protocol - noy 13 - n... |Initial Protocal Application for Approval Expedited Anproved 10-Feh-2004
0402001180 Meww Protocol - noy 13 - k... Initial Protocol Application for Spproval Exetrpt Exemption Grarted 10-Feb-2004
0402001181 Mewy Protocol - now 13 - n... Initial Protocal Application for Approval Expedited Approved 10-Feh-2004
0402001154 est - newy profocol Initial Protocal Application for Approval Full Approved 12-Feh-2004
0402001185 est - newy profocol Initial Protocal Application for Approval Full Approved 13-Feh-2004

0403001191 B = rotocol ritil Pre ation fo e Subrmitted to Committes |0

Assign to Agenda Action-0403001191

Are you sure you want to assign this protocol to agenda ? oK
Cancel
Comments : Review Comments
Il prry comments for this protocol go here) ﬂ
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Assigning A Protocol To An Agenda

6. Once you have assigned all of the protocols to an agenda, go to the Edit menu and
hit the “Generate Agenda” option. Coeus will then begin to launch Adobe and the
agenda will open in a separate window.

7. Note that the agenda for each meeting date will always be available to view at a
later date. You can view it again by selecting “View Agenda” from the Edit menu
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How to Generate Minutes

1. Begin by opening the Schedule screen. You can do this by either hitting the

&

Schedule button = O by going to the Edit menu and selecting the Schedule
option.

In the search window type in the date of the meeting you are creating minutes for.
3. Once Coeus has generated the meeting date that you’re looking for, highlight your

selection and hit the Edit button E

4. Begin by going to the Attendance tab and hitting the Members button on the right
hand side of the screen.

N

F:_dtueus B

File Edit Maintain Departmental Admin Central Admin  Tools “Window Help

B =lolx]
a Committee |d Committee Name
Soheduled [27-Aug-2004 12345 |
Soheduled (27-Aug-2004 00000000000A006

il start “ G R T “ #pEudora - [ Hair... | & Directory Listing F... | B Tomcat Hcoeus B Minutes - Micrasof .. | €31, Duran Duran - .. ’ﬁ(ﬂéﬁb @@@133@ 10:21 AM I
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How to Generate Minutes

5. This action will launch a screen which shows all of the members of that particular
committee. Highlight the names for the members that attended from the list and
click the OK button. Please note that by default, members whom are not selected
are auto entered into the “Absentee” list.

Fle Edt Actions Maintain Departmental Admin Central Admin Window Help
I T
i || |2/ 00/ e

£ ¢« Schedule Details - 213

Schedu\el Protocols Subm'rﬂedl Other Actions  Attendance | Minutesl

Attend.
Members |
Name Guest Flag Alternate Alternate For
@ Person |
Jenniter  Jahn I} [} Rolodex |
Sherry A John O I
Japhy John O [} ﬂl

Active Members List . 5'
Member ID Member Name oK
154 Eiggins John
155 Jenniter John Cancel
Ab 156 Sherry A John
Member Name 157 Jaghy Jon
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How to Generate Minutes

6. You can also list any other attendees that are not IRB committee members, but are
WMC employees by hitting the Person button.

7. This action will launch the People search window. Type in the name of the WMC
employee you would like to list. Once Coeus has generated the name you need
highlight it and click the OK button. The “Guest” flag will be automatically
placed for you.

Fle Edt Actions Maintain Departmental Admin Central Admin  Window Help
| ; ; . +
N 5 | 5 o | 2 il

| o

T #5chedule Details - 213

Schedulel Protocals Subm'rﬂedl Other Actions  Attendance | MinLHesl

4 Members |
Name Guest Flag Alternate Alternate For
@—,; Person |
Jenniter John O O Rolodex |
Sherry 4. John C r
Japhy John O (| ﬂl
_E |
Person Search _)5_[
Person Search I Person Search Result |
Last Name First Name Full Name User Name Email Home L oK |
Martinez aha o
Cancel
Find
Clear
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How to Generate Minutes

8. Coeus also allows the user to enter any attendees that are not IRB committee
members or WMC Employees. This can be done by hitting the Rolodex button.

9. When the Rolodex search screen shows up, type in the name of the company your
guest works for. When Coeus has generated your criteria, highlight it and click
on the OK button. Coeus will automatically mark off the Guest flag.

File Edit Actions Maintsin Departmental Admin  Central Admin  Window  Help
1 1 | | o o s 22 | 00/ )

Ll =]

 sSchedule Details - 225

Schedu\el Frotocols Submitted | Other Actions  Attendance | Minutesl

Attand

Members
Name Guest Flag Alternate Alternate For
|Avaon Breast Care Foundstion dd‘ Person
Bigginz John O O Rolodex
Jenrifer John O O
Maria Martinez ¥ O &I
Izhama | John r i
e |
Rolodex Search x|
Rolodex Search | Rolodex Search Flesulli
Rolodex Id Sponsor Code | Sponsor Name Last Name First Name Middle Hami oK |
ke %avon‘ =
Cancel
Aaron John Find
David & Behrinan
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How to Generate Minutes

10. Next go to the Minutes tab, and hit the New button. This will launch the Minute
Entry window which allows the user to record General Comments, make notes on
Attendance, record Other Business, and any extra notes on Protocols.

a) Note that the primary notes for each protocol will be created when staff
records the status of each protocol and the revisions required, if any.

File Edt Actions Maintain Departmental Adwin Central Admin Window Help
) o @ e | 2 | B D | 810 0

| o

£ sSchedule Details - 225

Schedulel Protocals Subm’rﬂedl Other A:tionsl Aftendance M\nutesl

Private

New

General Comme
General Comme

L Maodify
General Comments et ancther note
Protocol - 0402001176 My reviews comment here. [ Delete
Protocol - 0402001176 My second comment which is private goes here. v
Protocol - 0402001177 Inclusion of & statement in the informed consent that the pra... C
Protocol - 0402001177 Inclusion of & statement in the informed consent regarding t.. C

Protoc Entry Type Entry Private [~
Protoc
Protoc Save & Close

Mments

C £
Protoc [Cther Business Save &k New

Protoc {Protocal

Protoc Gen. Aftendance
Cancel
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11.

12.

13.

14.

15.

16.

17.

How to Generate Minutes

To begin to record some general comments, highlight the “General Comments”
from the list located on the left hand side of the box. Then hit start typing in the
blank box.

When you are done making the note and would like to make another entry hit the
Save & New button. The Entry box will go blank and you can begin creating the
next entry.

Once you are done with all of your entries, hit the Save & Close button.

To generate the minutes go to the Edit menu and select “Generate Minutes”. This
will open the document in a separate window.

If changes need to be made to the Minutes, go back to the minutes tab, highlight
the entry that needs to be altered and hit the Modify button. This will open the
Minute Entry window directly to the comment you would like to modify.

The user can also delete an entry by highlighting the unwanted entry clicking on
the Delete button.

Once all of the modifications have been made go back to the Edit menu and select
Generate Minutes again, this will update the document.
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How to Approve Protocol

*Please note that any special reviews for a protocol must be approved first. Also,
the attendance must be taken before a protocol can be approved.

1. Begin by opening the Schedule screen. You can do this by hitting the Schedule

button ﬂ or by going to the Maintain menu and selecting Schedule.
2. When the screen opens the search window will automatically come up with it.

Type in the meeting date you are looking for.
3. When the meeting date you require is generated, highlight it and then hit the Edit

button . . This will open the window for that particular meeting date.

F:theus

File Edit Maintain Departmental Admin  Central &dmin  Tools Window Help

ﬂ.!’ﬂi..ﬁ%ﬁ@%%@ﬁmﬁammﬂ
@2 | |l o

Schedule |d | Scheduled Date Schedule Statug| Submission dline Committee Id

=13l
Committee Name |

M -Sep-2004 DW-301 Scheduled 27-Aug-2004 12345 IRE |
213 01 -Sep-2004 Y Scheduled 27-Aug-2004 000000000000006 Committes 23 Sep 03

54
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How to Approve Protocol

4. In the Schedule Details window click on the Protocols Submitted tab.
5. Highlight the protocol you would like to approve. Then go to the Actions menu
and select Committee Actions. This will open the Protocol Vote Count window.

DEUS

Fle Edit Actions Maintasin Departmental Admin  Central Admin  Window Heln
& 115850 2] 2 | 81| 25 ©| |5 %= 00/

¥ aschedule Details - 225

Scheduls  Protocols Submited | Other ctions | Attendsnce | Minutes |

Protocol No I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 ‘abc Initial Protocal Application for Approval Full Approved 09-Feh-2004
0402001177 h’rtle here Initial Protocol Application for Approval Full Specific Minor Revisio... (10-Fehb-2004
0402001175 Mewe Protocol - nav 13 - n.. |Initial Protocol Application for Approval Expedied Approved 10-Feh-2004
0402001173 Mewe Protocol - nov 13 - n... |Initial Protocol Application for Approval Expedied Approved 10-Feh-2004
0402001180 Mewe Protocol - nowv 13 - n ... [Initial Protocol Application for Approval Exermpt Exemption Grarted 10-Fek-2004
0402001181 e Protocal - now 13 - n... [Initial Profoco! festiotize foe toveonat Excodias Locous HiLEcl i

Protocol Yote Count - 0403001191 _XI B
0402001184 test - new protocol Initial Protoco z S

r¥oting D etails |
0402001185 test - new protocal Inttial Protoco

Motion : L4 [1].9 | I
thpprove C
. ancel |
Yes Voles : ko nstantive Revisions Required
ABsTarer Specif\c Minar Revisions Required T |
isapprove

Add

Delete

Voling Comments :
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How to Approve Protocol

6. Inthe Motions field select Approval from the drop down menu

Then enter in the number of “Yes” votes, “No” votes and “Abstained” votes.

8. If you have recorded any number of abstainers, click on the Add button to record
those members of the meeting that abstained from the vote.

9. Click on the Review Comments button and add that particular information. This
action will launch the “Review Comments” window. For each protocol the
following three comments must be included: (Please be sure to click on the
“Private Box”, for each of these comments so the note does not show up on the
letter to the PI.)

A) Indication of any IRB members that have left the room during the vote of
a particular protocol, if any.

B) Summary of the discussion of the protocol.

C) Revisions required and explanation for each revision.

~

_mn_nl

File Edt Actions Maintain Departmental Admin  Central Admin  Window  Help

Bl R E R = =

£ ¢5chedule Details - 225

Schedule  Protocols Submitted | Cther Actions Aﬁendancel M\mﬂesl

Protocol No Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Stalus | Submission Dalel
0402001178 ahc Initial Protocol &pplication for Approval Full Approved 09-Feh-2004
0402001177 ftle here Initial Protocol Application for &pproval Full Specific Minor Revizio.. [10-Fek-2004
0402001178 Mewy Protocal - hov 13 - n... (Inttial Protocol Application for Approval Expeited Approved 10-Fek-2004
0402001173 Mesw Protocol - now 43 - n.. [Initial Protocol &pplication for Approval Expecdited Approved 1 0-Feb-2004
0402001130 hesw Protocol - now 13 - n... [Initial Protocol &pplication for Approval Exempt Exemption Grarnted 11 0-Feh-2004
0402001181 ey Protocal - nov 13 - 0. Initisl Protoco! teelieotion fo oo ol SRl ML ML

Protocol Yote Count - 0403001191 _XI u
0402001184 et - new protocol Initial Protoco - o
r¥oting Det: |
0402001185 est - newr protocol Iritial Protoco
ook |
0403001191 IRE sample protocol Initial Protoco I
Ye Entry | Private| 0K Cancel |
Ab: e w Comments |

New st

Modify

<=

Delete
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How to Approve Protocol

10. To add a review comment, click on the New button. This will launch the
Comments window. In the empty box begin to type your comments.

11. If you have more than one comment, click on the Save & New button after each
entry. This will save your previous entry and display an empty box for the next.

Fle Edt Actions Maintain Departmental Admin Central Admin Window Help
15 5 0 s 6 g o2 2 5l /=m0 &
| o

EIJ-SChedule Details - 225

Schedule Pro{ocolsSubmﬂted|o1her,a\c1ians attendance | Minutes |

Protocol No I Protocol Title Submission Type Sub. Type Bualifier Sub. Review Type | Submission Status | Submissi Dale|
0402001176 ‘abc Initial Protocal Application for Approval Full Approved 09-Feb-2004
0402001177 H’nle here Inftial Pratocol Application for Approval Full Specific Minar Revisio .. [10-Feb-2004
0402001178 Mewy Protocol - nov 13 - n... |Intisl Protocol Application for Approval Expedited Approved 10-Feb-2004
0402001179 ey Pratocol - nov 13 - n... Infial Protocol Application for Approval Expedited Approved 10-Feb-2004
0402001150 ey Protocal - nov 13 - n... Infial Protocol Application for Approval Exernpt Exermption Granted 10-Fek-2004
0402001181 Mew Pratocal - nov 13 - n... il Protoco! feefisctioe foc deeec sl Cumodizl plesisLode St iod

Protocal Yote Count - 0403001191 1 ¢ ﬂ B
0402001164 test - newr protocal Intizl Protoco . ,
rYoling Details |
0402001185 test - new protocol Iritial Protoco
Ao |
3 sample protocal I

Ye Entry | Private| 0K | Cancel |

Mancel

Entry Contingency Code :| ﬂ ™ Private

by reviewy comments here

Save & Close

Cancel
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How to Approve Protocol

12. Coeus comes equipped with a series of “canned” review comments that you can
pull from the Contingency list. To view and select from the list hit the Search

button
button.

. Then highlight the item you would like to use and click the OK

Fle Edt Actions Mainkain Departmental Admin  Certral Admin  Window  Help
8| |2
i 26
ol

chedule Details - 225

| ==/ 00/ B

Schedule  Protocols Submitted I Cther Actions Aﬂendancel Minuhasl

Protocol No | Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Inftial Protocol &pplication for Approyal Full Approyed 09-Feb-2004
0402001177 h'rlle here Initial Protocol Application for Sporovsl Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mewr Protocal - nov 13 - n... |Intial Protocol Apglication for Aporoysl Expedisd Approyed 1 0-Feb-2004
0402001179 Mewy Protocol - nowv 13 - ... |Inftial Protocal Application for Aporawsl Expedied Approved 1 0-Feb-2004
0402001150 Mew Protocal - nov 13 - n... |Intial Protocaol Application for Approysl Exempt Exemption Granted 10-Feb-2004
0402001181 ey Protocol - nov 13 - n... [Initisl Protoca! fteelisckice foe fececsol SRR Nl S

Protocol Yote Count - 0403001191 XIH
0402001184 est - new protocol Initial Protoco - o
Yoting Details |
0402001185 et - new protocol Initial Protoco

x| ok |

Ye Entry | Private] oK | Cancel |

Canreal I

Ab:
|_ Enhiy Contingency Code : I ﬂl I™ Private

r [
Description oK |

y %] nts

on o 0 Cancel
Ihelusion of & statemert in the informed consent regarding the expected atmourt of time for the subject's

2 patticipation

5 Ihclusion of & stetermert in the informed consent regarding the avallshbilty of compensation andior medical
treatinert if injury ocours.

4 Incluzion of & statement in the informed consent describing the extent to which confidentiality of records
indritifying the subject will be mairtained or if subjects will be snonymous.

A Incluzion of a statement in the informed consert that particpation is volurtary and that nonparticipation weill not

result in penatty of loss of benefits to which the subject is otherwize ertitled. If

Written & Designed by: Maria Martinez Weill Medical College of Cornell 58



How to Approve Protocol

13. When you have finished entering all of the comments click on the Save & Close
button

14. In the event that there is a comment that you would like to be shown in the
minutes, but not in the approval letter, be sure to click on the Private box, before
you save your entry.

Fle Edt Actions Maintain Departmental Admin Central Admin  Window Help
0 1 | @ 1 o | 2 0 D e
ol

& gSchedule Details - 225

=S

Schedule  Pratocals Sulmitted | Other Actions | attercance | Minutes |

Protocol Ho I Protocol Title ‘Submission Type ‘Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Initial Protocol Application for Approval Full Anproved 09-Feh-2004
0402001177 ltit\e here Initial Protocol Application for &pgproval Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mewy Protocol - nov 13 - n... [Initial Protocol Application for &pgproval Expedied Approved 110-Feh-2004
0402001179 Mewy Protocol - nov 13 - n... [Initial Protocol Application for &pgproval Expedied Approved 110-Feb-2004
0402001180 Mesw Pratocol - nay 13 - n.... [Ihitial Protocol Application for Approval Exernpt Exermption Granted "10-Feb-2004
0402001181 Mesw Protocol - nov 13 - n... [Intisl Profoco! feelisckice fov eewes ol SR B AR sialel

Protocol Yote Count - 0403001191 1 l _x[ H
0402001154 et - new protocal Initial Protoco & e
rYoting Details |
0402001185 est - new protocol Initial Protoco
| ok I

Ye

Ab:

=

Save & Close

Entry Contingency Code : |1 ﬂl

hclusion of & statement in the informed consent that the project is research and
in explanation of the scope, aims and purposes of the research. This statement
hould include & description of the pro

Save § New
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How to Approve Protocol

15. The final result will look like a shopping list of review comments.

16. If you notice that you will need to made a change to any of the comments simply
highlight the comment that needs correction and click on the modify button

17. Once you have completed all of the review comments click the OK button.

Fle Edit Actions Mantsin Departmental Admin Central Admin  Window Help
25 15 s @ [ 5 s 2 ™| =200/
&l o

£ ¢Schedule Details - 225

Schedule Protocals Submitted | Other Actions | Attendance | Minutes |

Protocol Mo I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Initisl Protocol Application for Approval Full Approved 09-Fek-2004
0402001177 ltrt\e here Initisl Protocol Application for &pproval Full Specific Minor Revisio... 10-Feb-2004
0402001178 Mewy Protocol - nov 13 - n... [Intial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001179 Mewy Protocol - nov 13 - n... Inftial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001180 Mewy Protocol - nov 13 - n... [Inftial Protocol Application for Aporoval Exerpt Exzemption Granted 1 0-Feb-2004
0402001181 Mew Protocol - now 13 - n.... Initisl Protoca! i eslioatior doe d e ol SRS N AL

Protocol Yote Count - 0403001191 _XI B
0402001184 et - new protacal Initial Protoco o &
rYoting Details |
0402001185 est - new protocol Initisl Protoco
0403001191 Initial Protoco Motior_looo =l r bk _I I
X
Yes Yote: I_I
Entry | Privalel OK
Abstail . - . ments |
Inclusion of & statement in the informed consent that the project is Ies... [ Cancel -

New

Muodify
Delete

Voling Con
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How to Approve for Expedited to Exempt

F
]
1. Begin my hitting the Protocol Submissions button iﬂi' or by going to the
Maintain menu and selecting Protocol Submissions.
2. When the search window opens type in the protocol number that needs an
Expedited or Exempt approval.
3. For Expedited approval, highlight the record then go to the Protocol Actions menu
and select Expedited Approval.
4. For Exempt Approval highlight the record, go to the Protocol Actions menu and
select Grant Exemption.

5. This will launch either the Expedited Approval or Grant Exemption windows.

Eﬁ'[oeus
File Edit Actions Maintsin Departmentsl Admin  Central Admin  Tools Window Help

=4\ 5258w | 2| B B

O] 5| (20|07 B

Review Type
Expedted 000000000000005 | 227

Submission Type Submigsion Type Bualifier
In

1 4= Initial Protocol Applicati...

Expedited Approval Action-0405001214 Zl

Are you sure you want to perform Expedited Approval on

thig protocol ? oK
Approval Date : |11/01.2004 Cancel
Expiration Date : |31-0ct-2005 Review Comments

Comments :
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How to Approve for Expedited to Exempt

6. If you have any review comments to add to the record click on the Review
Comments button. This will launch the, Review Comments window.

FH Coeus

File Edt Actions Maintain Departmental Admin  Central Admin  Tools  Windaw  Help

naditad dooraual fchinoa0d0500
rrrrre— ]
Entry I Plivalel L1].S

Cancel

New

HModify

Delete

7. Next click on the New button to enter the review comments, this will launch the
Comments window.
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How to Approve for Expedited to Exempt

File Edit Actions Maintain Departmentsl Admin  Central Admin  Tools Window Help

Submigsion Type Submigsion Type Qualifier
dlicati...

Initial Prc

ETE—— zrﬁ
| Entry | Privalel ';'K I
=
Entry Contingency Code : ,Ql [~ Private

ormmerts Here| Save § Close
Save § Newm

Cancel

8. Enter the review comments, and when done click on the Save & Close button.
Please note that for each Expedited protocol the following must be included:
(Please be sure to click on the “Private Box”, for any comments that should not
show up on the letter to the PI.)

a. Revisions required and an explanation for each revision.

9. Then click OK on the Review Comments window and click OK again on the
Expedited Approval or the Grant Exemption window.

10. This will then launch the Report List window which will show the Expedited or
Exempt Approval letter that was created. Click on the View button to launch the
letter.
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How to Approve for Expedited to Exempt

File Edt Actions Maintain Departmental Admin  Central Admin  Tools Window Help

Reports List 1[

Reports ted during th tion ‘E dited Appre " for the
protacol - 0405001214

Description View

3-Jul-2004 10:56 AM

Close

11. Coeus will load the letter in a separate window.

12. The final step is to then go to the Actions menu and select Notify Committee.
This action is done in order to place the Expedited approval on an agenda for the
IRB committee to be notified.
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How to Approve for Expedited to Exempt

File Edt Actions Mantain Departmental Admin  Central Admin  Tools Window Help
=1 [

Enssign to Schedule

Committee Id :

Committee Name : I

Schedule Id:

Schedule Date :

13. Click on the Select Committee button to choose the corresponding committee.

14. Then Click the Select Schedule button to place on the next following meeting
date for the Committee you have selected, in order for the protocol to show on the
minutes.( Please note that even if the protocol has been assigned to a schedule
and committee Coeus will ask you to make that selection again. This is to ensure
that the protocol is placed on an agenda for the next following, and correct,
meeting.)

15. When done click the OK button. Coeus will notify you that the requested action
has been successfully completed.
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How to Approve for Expedited to Exempt

File Edit Actions Maintain Departmental Admin  Central Admin  Tools Window Help

e

Submission Type
ol I

Initizl Praf

E

N

@ Reguested action on Protocol 0405001 214 completed successiully
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How to Approve an Amendment or a Renewal

Sequencing:

It was mentioned earlier on in this manual that Coeus will allow users to approve both
amendments and renewals out of order. Let’s consider the following senerio. Say there
is protocol that has an amendment pending, and that the same protocol is up for renewal
after the amendment has been created. There is a possibility that the renewal will be
reviewed and approved before the amendment is. In Coeus, if the user where to approve
the renewal before the amendment Coeus will the block the user out of any previous
actions that have been created. In this case the use would be block out of approving the
amendment. Similarly, if a protocol has two amendments and the second one is approved
before the first, users will be blocked out of modifying any information for the first
amendment.

It is this order based functionality that makes the approval sequencing crucial. Part of
the process of approving amendments and renewals is making sure that they approved in
the correct order.

1. Begin by going to the schedule screen. You can do this by hitting the Schedule

button @ and using the search window to locate the meeting date the
amendment or renewal was reviewed.
2. Once Coeus has generated the committee and meeting date that you need

highlight it and click on the Edit button .
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How to Approve an Amendment or a Renewal

3. When the record opens go to the protocol submitted tab. You will see a listing
of all items that have been submitted for review on that particular date. Please
note that all amendments are listed with the protocol number followed by
either the letter “A” or “R” and the sequencial number followed by it

Fie Edit Actions Mantan Departmentsl Admin Central Admin Window Help

R ERT R

| 0

ol

@;;-Schedule Details - 228

Sthedus Protocols Subrited | otrer ctions | attendance | Minutes |

A i} 3

Protocol Ho Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submissi

Status | Submissi

DaleI

04030011594001  ftesting amendment approv... Infial Protocol Application for Approval Expedited

In Agenda

1 0-hiar-2004

0403001192 testing amendirent Inttial Protacal Application for Spproval Full

Imert

0403001193 esting renewal Inttial Protacol Application for Approval Full

Approved
In Agenda

Approved

19-Mar-2004

18-hdar-2004

0403001193R001 (Continuing Review /Continuation Full

In Agenda

15-hiar-2004
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How to Approve an Amendment or a Renewal

4. Highlight the protocol you would like to approve. Then go to the Actions
menu and select Committee Actions. This will open the Protocol Vote Count
window.

Coeus

Fle Edit Actions Maintain Departmental Admin Central Admin  Window Help
15 1 = | | o e 2 2 B D =(=/00/5 B

&l o

T #Schedule Details - 225

Scheduls  Protocols Submited | Other Actions | attercance | Minutes |

Protocol No | Protocal Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submizsi Dale|
0402001176 ‘abc Initial Protocol Applicstion for Approval Full Approved 09-Feb-2004
0402001177 h’rtle here Initial Protocol Application for Approval Full Specific Minar Revisio... [10-Feb-2004
04020011758 Mewe Protocol - now 13 - n ... (Initial Protocol Application for Approval Expedied Approved 10-Fek-2004
0402001179 Mewe Protocol - nov 13 - n... |Initial Protocol Application for Approval Expedied Approved 10-Feh-2004
0402001180 Mewe Protocol - nov 13 - n.. |Initial Protocol Application for Approval Exetnpt Exemption Granted 10-Feh-2004
0402001181 Mewe Protocol - nav 13 - n. |Initial Protoco! leelostioe dov foeeol Cunsalacd s LLORa L0

Protocol Yote Count - 0403001191 _X[ B
0402001184 test - new protocol Iritial Protoco = iy

rYoting D etails |
0402001185 test - new protocol Inttial Protoca

Motion: - 0K | I
thpprove C |
‘Yes Yoles k5 nstantive Revisions Required —lance
Abstainers - Spemf\c Minor Revizions Reouired TR e |
isapprove

Add

Delete

Voling Commenis -
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How to Approve an Amendment or a Renewal

In the Motions field select Approval from the drop down menu.

Then enter in the number of “Yes” votes, “No” votes and “Abstained” votes.
If you have recorded any number of abstainers, click on the Add button to
record those members of the meeting that abstained from the vote.

8. Click on the Review Comments button and add that particular information.
This action will launch the “Review Comments” window.

No o

File Edit Actions Maintan Departmental Admin Central Admin  Window Help

% || &/ © w2 =210/ B

© ¢ Schedule Details - 225

Schedule Protocols Submitted | Other Actions | Attendance | Minutes |

Protocol Ho | Protocol Title Submission Type Sub. Type Bualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Initial Protocol &pplication for Approval Full Approvedd 09-Feh-2004
0402001177 ll'rtle here Initizl Protocol Applicstion for Approval Full Specific Minor Revisio... [10-Feb-2004
0402001175 Mewy Protocol - nov 13 - n... Initial Protocol Applicstion for Approvsl Expedited Approved 10-Feh-2004
0402001179 ey Pratocol - nov 13 - n... Initial Protocol Applicstion for Approval Expecdited Appraved 10-Feh-2004
0402001180 Mewy Protocol - nov 13 - i Initial Protocal Applicstion for Approvsl Exetnpt Exernption Grarted 10-Feb-2004
0402001181 Mewy Pratocol - now 13 - n. Initial Protocn! feskactioe foe toeool ST dlcusuas L s

Protocol Yote Count - 0403001191 _X[ B
0402001134 est - new protocol Initisl Protoco v .

r¥oting D etail |
0402001185 et - nevw protocol Initisl Protoco —

Review Comments X
P P———————— [T R | ok | N
Ye Entry I F‘rivalel oK Cancel |
Cancel

Ab: ew Comments |

Maodify

Delete
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How to Approve an Amendment or a Renewal

9. To add a review comment, click on the New button. This will launch the
Comments window. In the empty box begin to type your comments.

10. If you have more than one comment, click on the Save & New button after each
entry. This will save your previous entry and display an empty box for the
next.

Fle Edit Actions Maintain Departmental Admin Central Admin  Window Help
0] 0 | @ [ e s 2 | B ===
|

| o

@;,4-5|:hedule Details - 225

Schedule PfU{UCUBSmeﬂTEdlmherAdiuns AﬂendahcelMimﬂesl

Protocol No I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dale|
0402001176 ‘abc Iritial Protocol Application for &pproval Ful Approved 09-Feb-2004
0402001177 H’nle here Inttial Pratocal Application for Approval Full Specific Minaor Revisio .. [10-Feb-2004
0402001178 Meswe Pratocal - nov 13 - ... Inftial Protocol Application for Approval Expedited Approved 10-Fek-2004
0402001179 Mesw Protocol - nov 13 - n... Intial Protocol Application for Approval Expedited Approved 10-Feb-2004
0402001150 e Pratocol - nov 13 - n... Infial Protocol Application for Approval Exernpt Exermption Granted 10-Feb-2004
0402001151 Mew Protocal - nov 13 - ... ntial Protoca feskoctioe doe d oot iz Lo 4o.con 00

Protocol Yote Count - 0403001191 1 I _X[ H
0402001134 test - new protocal Initizl Protoco s i

r¥oling Details |
0402001185 test - new protocol Inttial Pratoca

Review Comments X
pE———— (DL x| ok N

Ye Entry | PrivaleI OK

Cancel |

Maneel

Entry Contingency Code :| ﬂ [~ Private

i revisyy comments here Save &k Close

Save i New

Cancel
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How to Approve an Amendment or a Renewal

11. Coeus comes equipped with a series of “canned” review comments that you
can pull from the Contingency list. To view and select from the list hit the

Search button

Je

the OK button.

Then highlight the item you would like to use and click

Flle Edt Actions Maintain Departmental Admin  Central Admin  Window  Help

& o

chedule Details - 225

LT

AR

Schedule  Protocols Submitted | Cther Actions Aﬂendancel Mimﬂesl

0| &

Description

2 participation
3

treattnent if injury occurs.
4

Protocol No | Protocol Title ‘Submission Type Sub. Type Qualifier Sub. Review Type | Submi Status | Submi: Dalel
0402001178 |abc Inttial Protocol Application for &pproval Full Aparaved 09-Feb-2004
0402001177 I'l'rtle here Inttial Protocol &pplication for Approwval Full Specific Minor Revisio.... [10-Feb-2004
0402001178 Mewy Protocol - nowv 13 - ... |Initial Protocal Application for Aporavsl Expedied Approved 10-Feb-2004
0402001173 Mew Protocal - nov 13 - n... |Intial Protocol Apglication for Sporows] Expedted Approved 1 0-Feb-2004
0402001180 Mewy Protocol - nowv 13 - ... |Initial Protocal Apolication for Appravsl Exernpt Exemption Granted 10-Feb-2004
0402001121 Mewe Protocal - now 13 - ... [Intial Protocn! feclioctior dor ool SRS = = e

Protocol Yote Count - 0403001191 _X[ B
0402001154 est - new protocol Intial Protoco = &
WYoting Det. |
0402001185 st - newe protocol Intizl Protoco
S| o 1
Ye Entry I Privalel oK | Cancel |
Pancel 11
Abi | r— x|
|_ Enhiy Contingency Code : I ,@ | [ Private
r i

Ihclusion of & stetermert in the informed consent regarding the expected amount of time for the subject's

Inciugion of a statement in the informed consent regarding the avallshiity of compensation sndior medical

Incluzion of a statement in the informed consent describing the extent to which confidertiality of records
indrtifying the subject will be mairtsined or if subjects wil be anonymous.

Ihclusion of & statermert in the informed consent that particpation iz volurtary and that nonparticipation will not
result in penstty of lozs of henefits to which the subject iz otherwize ertitled. If

Written & Designed by: Maria Martinez Weill Medical College of Cornell

72



How to Approve an Amendment or a Renewal

12. When you have finished entering all of the comments click on the Save &
Close button

13. In the event that there is a comment that you would like to be shown in the
minutes, but not in the approval letter, be sure to click on the Private box,
before you save your entry.

OEUs

Fle Edt Actions Maintain Departmental Admin Central Admin  Window Help
2l . (| | +
) ] | @ | 6 o | s 0 | B ]

&l o

: #Schedule Details - 225

Schedule  Pratocals Submitted | Other Actions | atterdance | Minutes |

Protocol Ho | Protocol Title Submission Type Sub. Type Oualifier Sub. Review Type | Submission Status | Submissi Dale|
0402001176 |abc Initial Protocol Application for &pproval Full Approved 09-Feb-2004
0402001177 ltit\e here Initial Protocol Application for &pgproval Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mewy Protocol - nov 13 - n... [Initial Protocol Application for &pgproval Expedied Approved 110-Feh-2004
0402001179 Mew Pratocol - nav 13 - n... [Ihitial Protocol Application for Approval Expedied Anproverd 10-Feb-2004
0402001180 Mewy Protocol - nov 13 - n... [Initial Protocol Application for &pproval Exernpt Exermption Granted 110-Feb-2004
0402001181 Mesw Protocol - nov 13 - n.. [Intial Profocn! feelisckioe éov i . L SR e o R

Protocol Yote Count - 0403001191 : _X[ B
0402001154 et - new protocal Initial Protoco & e

rYoting Details |
0402001185 est - new protocal Initial Protoco

| o I

Ye Entry | Private| 0K | Cancel |

IManeel I = enls
= e |
Entry Contingency Code : |1 ﬂl 5

hclusion of & statement in the informed consent that the project is research and Save &k Close
fn explanation of the scope, aims and purposes of the research. This statement
hould include & description of the pro

Save § New

Cancel
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How to Approve an Amendment or a Renewal

14. The final result will look like a shopping list of review comments.
15. you notice that you will need to made a change to any of the comments simply

highlight the comment that needs correction and click on the modify button
16. Once you have completed all the review comments click the OK button.

Fle Edit Actions Mantsin Departmental Admin Central Admin  Window Help

[T
o]

T sSchedule Details - 225

& |12|00|fe B

2

5l BE

0| |

Schedule Protocals Submitted | Other Actions | Attendance | Minutes |

Voling Con

Protocol Mo I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Initisl Protocol Application for Approval Full Approved 09-Fek-2004
0402001177 ltrt\e here Initisl Protocol Application for &pproval Full Specific Minor Revisio... 10-Feb-2004
0402001178 Mewy Protocol - nov 13 - n... [Intial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001179 Mewy Protocol - nov 13 - n... Inftial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001180 Mewy Protocol - nov 13 - n... [Inftial Protocol Application for Aporoval Exerpt Exzemption Granted 1 0-Feb-2004
0402001181 Mew Protocol - now 13 - n.... Initisl Protoca! i eslioatior doe it move ol SRS N AL

Protocol Yote Count - 0403001191 _XI B
0402001184 et - new protacal Initial Protoco o &
rYoting Details |
0402001185 est - new protocol Initisl Protoco
0403001191 Initial Protoco Motior_looo =l r bk _I I
X
Yes Yote: ! |
Entry | Privalel OK
Ab a ments |
Cancel
New
Modify
Delete
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How To Approve an Expedited/Exempt
Amendment or a Renewal

**|t is important to note that Coeus allows for the entry of many amendments and
renewals. It also allows the user to approve them out of order. For example if a protocol
has 2 amendments and amendment #2 was approved before amendment #1, Coeus will
allow the user to approve amendment #2 before amendment #1 has been approved. This
however, can cause to be a problem as the second amendment would over ride the first;
thereby blocking out the user to create any actions on the first amendment. The same
will occur when there is as an amendment and a renewal that occur around the same time,
and may be approved out of order.
It is that function, that makes the sequencing of approvals for both amendments and
renewals very important.
=
1. Begin by opening the submission list screen ls&&] and using the search feature to
locate the protocol whose amendment or renewal requires approval.
2. When approving via Expedited or Exempt review, go to the Actions menu and
select either, Grant Exemption or Expedited Approval”.

Edcoeus

File Edit | Actions Maintain  Departmental Admin  Central Admin  Tools  ‘Window Help

Expedited Approval

- ‘! Grank Exemption

i |55 ¢ Substantive Revisians Required
Spedific Minor Revisions Reguired

Disappri

ission Type Quaiier

Initial Protocol Applicati Expeited

withdraw Submission

Notify Committes

Astart ||| 1) & 5 D ¥ B || cprudora-n & Tomcat 4§31, Depeche Mo... | M]5eqamendren... | &pirectory Listin... s AGI B BB

3. The remaining steps are the same as those for approving a first time protocol. (See
How to Approve a Protocol.)
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How to Record for Revisions Major or Minor

*Please note that the attendance for the IRB meeting must be taken before any
Revision requests get recorded

1. Begin by opening the Schedule screen. This can be done by either hitting the

Schedule button Eor by going to the maintain menu and selecting Schedule.

In the Search window type in the date of the meeting your protocol was reviewed.
3. Once Coeus has generated the meeting date you are looking for, highlight it and

N

click on the Edit button

Fidtueus

Fle Edit Mantsin Departmental Admin  Central Admin  Tools Window Help

o2 | ] of
L ———— —

Committee Id Commitiee Name I

27-S-2004 12345 \
7. Aug-2004 0000000000000

01 -Sep-2004 Y Schedulzd 01-Sep-2004

76
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How to Record for Revisions Major or Minor

4. Go to the Protocol Submitted tab and select the protocol you would like to
modify.

Fle Edit Actions Mantsin Departmental Admin Central Admin  Window Help
A 3

0 5 ] | | 6 o | 22

L=l

chedule Details - 225

0| |

Schedule Protocals Submitted | Other Actions | Attendance | Minutes |

Protocol Mo I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 |abc Initisl Protocol Application for Approval Full Approved 09-Fek-2004
0402001177 ltrt\e here Initisl Protocol Application for &pproval Full Specific Minor Revisio... 10-Feb-2004
0402001178 Mewy Protocol - nov 13 - n... [Intial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001179 Mewy Protocol - nov 13 - n... Inftial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001180 Mewy Protocol - nov 13 - n... [Inftial Protocol Application for Aporoval Exerpt Exzemption Granted 1 0-Feb-2004
0402001181 Mewy Protocol - now 13 - n... Inftial Protocol Application for Aporoval Expedited Approved 1 0-Feb-2004
0402001184 est - new protocol Initisl Protocol Application for &pproval Full Approved 12-Feb-2004
0402001185 est - new protocol Initisl Protocol Application for &pproval Full Approved 13-Feb-2004
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How to Record for Revisions Major or Minor

5. Go to the Action menu and select Committee Actions. This will launch the
Protocol Vote Count window.

Fle Edit Actions Maintan Departmental Adwin  Central Admin  ‘Window  Help
) ; | ' +
1) ] | 8 o 2 2 i

i o

[ #schedule Details - 225

Schedule Protocols Suttitee | Other Actions | Atendance | Minutes |

Protocol Ho | Protocol Title Submission Type Sub. Type Bualifier Sub. Review Type | Submission Status | Submissi Dale|
0402001176 |abc Initisl Protocol Application for Approvsl Ful Approved 09-Feb-2004
0402001177 h'rtle here Inttial Protocol Applicstion for Approval Full Specific Minor Revigio... |10-Feb-2004
0402001178 Mesw Pratocol - nov 13 - n... Initisl Protocol Application for Approval Expedited Approved 10-Feh-2004
0402001179 Mewy Protocol - nov 13 - n... Initisl Protocol Applicstion for Approvsl Expecdited Approved 10-Feh-2004
0402001150 Mew Pratocol - nov 13 - n... Initial Protocol Application for Approval Exetnpt Exernption Granted 10-Feb-2004
0402001181 by Protocol - nov 13 - ... Initial Profocn! feskestioe fo ool Seoosiod Lo s

Protocol Yote Count - 0403001191 XlH
0402001184 est - new protocal Initigl Protoca o i

¥oting Details ||
0402001185 est - new protocal Inttial Protoco

Mation : - (1.9 | I
tpprove C |
YesVoles: b startive Revisions Required —Iance
Abstainers - S.pecmc Minor Revisions Recuired T |
izapprove

Add

Delete |

Yoling Comments :
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How to Record for Revisions Major or Minor

6. For the drop down menu in the Motion field, select either Substantive Revisions
Required or Specific Minor Revision Required.

~

Enter the vote count into their perspective fields.

8. If you have entered any abstained counts, click on the Add button to enter which
IRB members have abstained from the vote.
9. Click on the Review Comments button; the Review Comments window will open.
For each protocol the following three criteria must be included: (Please be sure to
click on the “Private Box”, for the first two comments so they are not listed on the

letter to the PI. Also, note that for Expedited reviews only the third comment is

required)

a. Indication of any IRB members that have left the room during the review

of that particular protocol, if any.
b. Summary of the discussion of the protocol.
c. Revisions required and explanation for each revision.

File Edit Actions Maintain Departmental Admin  Central

Admin  Window  Help

Bl 55 0|

€ #Schedule Details - 225

Scheduls  Protocols Submitted | Other Actwunsl Aﬂsndancel Mmulesl

o = S/ 00|E] B

Protocol No Protocol Title

Submission Type

Sub. Type Qualifier

Sub. Review Type | Submission Status | Submission Dalel

Initial Pratoco

IRE sample protocol

Motion : kaubshantiva Revisions Required

El

Abstainers :

Yes Woles - |0 Mo Votes - Ig Abstained: g

Enhiy

I PrivalEI

0402001176 ahc Initial Protocol Application for Approval Full A pproved 09-Feb-2004
0402001177 e here Initial Protocol Application for Approval Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mewy Protocol - now 13 - n. |Intial Protocol Application for Approval Expedtedd A pproved 10-Feb-2004
0402001179 Mewy Pratocol - now 13 - n |Initial Protocol Application for Apgproval Expedted A pproved 10-Feb-2004
0402001180 Mewy Protocol - noy 13 - ... |Initial Protocol Application for Approval Exempt Exemption Granted 10-Feb-2004
0402001181 Mewr Protocal - now 13 - n... [Initial Profocg! flomtioction for it oo ol Eesadiss. e LA
Protocol Yote Count - 0403001191 _XI
0402001184 est - new protocol Initial Protoco = e
r¥oling D
0402001185 est - newe protocol Initial Protoco

oK |

Cancel |
Review Comments

x|

119

Modify

Delete
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How to Record for Revisions Major or Minor

10. Then click on the New button to begin entering the first review comment. This
will open the Comments window.

File Edt Actions Maintain Departmental Admin Central Admin Window Help

%F!!@Mllﬂ%a
[ {f=]

chedule Details - 225

[ 00/

Scheduls ProtocolsSubmiﬁed|0therAc1ians attendance | Minutes |

Protocol No I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi DaleI
0402001176 |abc Initial Protocol Application for Approval Full Approved 09-Feb-2004
0402001177 ltrtle here Initial Protocol Application for Approval Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mew Protocol - nowv 13 - n... Inttial Protocol Application for Approwval Expedited Approved 110-Feb-2004
0402001179 Iewe Protocol - now 13 - n... |Initial Protocol Application for Approval Expedited Approved 10-Feb-2004
0402001180 Iewe Protocol - naw 13 - n... |Initial Protocol Application for Approval Exemmpt Exemption Granted 10-Feb-2004
0402001181 ey Protocal - nov 43 - n... |ntial Profoc! feslization fo feeeo ol R R SRS

Protocol Yote Count - 0403001191 1 | L[ ]
0402001154 3t - new protocol Initial Protoco - -

~Yaoling Details ||
0402001185 est - newy protocol Initial Protoco

Motion : Fubs{anﬁve Revisions Reguired ;I 4an I
YesVYoles: [0 NoVYotes:|n Abstained : ID Cancel
Abstainers : Review Comments
oo oo X

| Entry | Pri\ralel 0K
| x| Cancel
Entry Contingency Code : | ﬁl [~ Private i-
Muodify
Save & Close
Save k New etz

Cancel
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How to Record for Revisions Major or Minor

to select a

11. By the Contingency Code field, click on the search button
“canned” revision request from the list.

Coeus

Fle Edt Actions Maintain Departmental Admin Central Admin  Window Help
| & |2]58 £ [1][m]f

Schedule Details - 225

Scheduls  Pratocals Submitted | Other Actions | attendance | Minutes |

Protocol Ho I Protocol Title ‘Submission Type I ‘Sub. Type Qualifier | Sub. Review Type I Submigsion Status | Submigsi Dalel
0402001176 |abc Initial Pretoenl frmlieation for il o [ieia ’ 09-Feb-2004
I . X
0402001177 itle here Initial Pr 10-Feb-2004

t Revigio...
Entr Contingency Code - __ Privale
0402001175 Mewy Protocol - nav 13 - n.... |Initial Pr u DERILE L 10-Feb-2004

0402001179 Mesw Pratocal - noy 13 - n... |Initial Pr w 10-Feb-2004
0402001180 Mew Pratocol - nav 13 - ... [iiial Pr SavedkNew || n  oFenzooe
0402001131 Mesws Protocol - now 13 - ... |Initial Pr Cancel i poe oo J

04020011584 est - new protocol Contingency LookUp ﬂ
0402001185 et - new protocol Description DK

Cancel I

Inclusion of & statement in the informed consent regarding the expected amourt of time for the subject's

2 participstion

o Inclusion of & statement in the informed consent regarding the avsilability of compensation andfor medical
treatment if injury ocours.

4 Inclusion of & statement in the informed consent describing the extent to which confidentialty of recards
indrtifying the subject will be mairtsined or if subjects will be anonymaus.

5 Inclusion of & statement in the informed consent that particpstion is voluntary snd thet nonparticipstion swill not

result in penatty of loss of benefits to which the subject is otherwise entitled. If
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How to Record for Revisions Major or Minor

12. Highlight your selection and click on the OK button. This will automatically
place the text into the Comments window for you.

13. If your entry is not listed, click on the Cancel button and “free type” the revision
right into the Entry window.

14. In the event that you have a comment that should be listed on the minutes, but not
in the letter to the PI, be sure to click on the Private box before you save your
entry.

15. To add more revisions click on the Save & New button. This will save the initial
entry and display an empty comments window for the next.

16. Once you have entered your last revision request, click on the Save and Close
button. You will then see all of your entries in the Review Comments Window.

17. To make changes to a comment, highlight the comment and click on the Modify
button. This will open the comments window directly to that particular entry
changes can be made from there.

File Edit Actions Maintain  Cepartmental  Admin  Central Admin  Window  Help
D ==/ 0|5 B

€ #Schedule Details - 225

Scheouz Protoeols Submited | ather Actions | attendance | minutes |

Protocol No Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submission Dalel
0402001176 abc Inttial Pratocol Application for Approval Full Approved 03-Feb-2004
0402001177 itle: here Initial Protocol Application for Approval Full Specitic Minor Revisio .. [10-Feb-2004
0402001178 Mewy Protocol - nov 13 - he.. |Ihitial Protocol &pplication for Aparoval Expedited A pprovedd 10-Feh-2004
0402001179 Mewy Protocol - nov 13 - n... |Initial Protocol Application for Approval Expedited Approved 10-Feh-2004
0402001180 Mewy Protocol - nov 13 - n... |Initial Protocol Application for Approval Exempt Exemption Granted 10-Feh-2004
0402001181 Mewr Protocal - nov 13 - n... ntial Profoce! festiostis boe st iz ool EREADESLET)

Protocol Yote Count - 0403001191 x|
0402001184 est - newy protocal Initial Protoco s o
-Yoting Det. |
0402001155 est - new protocol Initial Protoco
0403001191 IRE sample protocol Initial Protacd Motior b e e e =l = oF _I I
=
Yes Yote: L
118
Abstainer: inciisic ments
Inclusio & Cancel
This is my private comment -
commert #3 T || New i
Hodily
Delete

Yoling Con
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How to Record for Revisions Major or
Minor

18. Once you are fully finished entering all of the revision requests, click on the OK
button on the Review Comments window, and then click OK on the Vote Count
window. Coeus will then launch the following window to verify that this is the
status you would like to assign to that protocol:

ile Edit Actions Mantain Departmental Admin  Central Admin  Window  Help
1 0 I = | £ 2 | 2
el

& pSchedule Details - 225

B =

Schedule Protocolssubm'med|other.a\cﬁons Attendance | Winutes |

Protocol Ho I Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dalel
0402001176 ‘abc Inttial Protocal Application for Spproval Full Approved 09-Feb-2004
0402001177 }'trtle here Inttizl Protocal Application for Spproval Full Specific Minor Revisio... [10-Feb-2004
0402001178 Mgy Protocol - nov 13 - n... Intial Protocal Apglication for Spproval Expedited Approved 10-Feh-2004
0402001179 Mewy Protocal - nov 13 - n... Intial Protocol 2palication for Approval Expedited Approved 10-Feb-2004
0402001180 Meww Protocal - nov 13 - n... Intial Protocol Apalication for Approval Exempt Exemption Grarted 10-Feb-2004
0402001181 ey Protocal - nov 13 - n... Intial Protocol Apalication for Approval Expedited Approved 10-Feb-2004
0402001184 test - new protocol Inttial Protocal Application for &pproval Full Approverd] 12-Feb-2004
0402001185 teat - new protocol Inttial Protocal Application for Spproval Full Approved] 13-Feh-2004

Substantive R jons Required Action-0403001191

Are you sure pou want Lo assign this protocol to oK
cub e Hevisions Haatiied s

) o Cancel
Comments : Review Comments

e
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How to Record for Revisions Major or Minor

19. This window will provide you with another chance to add or modify the Review
Comments. You can do this by clicking on the Review Comments button. Also,
in the comments box enter any note that you would like to make for that particular
protocol. When done, click on the OK button.

20. Coeus will then notify you that the “report” has been generated. Report in this
case means that the letter has been generated. Click on the view button and Coeus
will then, in a separate window, launch Adobe Reader where you can view and
print the letter.

Fle Edit Actions Maintain Departmental Admin  Central Admin  Window  Help

- 5 . -
53 1 =+ | & | 8 0 o 2 2 =[]
L=l

& ¢ Schedule Details - 225

Schedule Protocols Submitted | ather ctions | Attendance | wnutes |

Protocol Ho | Protocol Title Submission Type Sub. Type Qualifier Sub. Review Type | Submission Status | Submissi Dale'
0402001176 |abc Initisl Protocol Applicstion for Approval Full Approved 03-Fek-2004
0402001177 h'rtle here Initisl Protocol Applicstion for Approval Full Specific Minor Revisio... [10-Feb-2004
04020011758 Mewy Protocol - nov 13 - n... Initisl Protocol Application for Approvsl Expedited Approved 10-Feb-2004
0402001179 Mewy Protocol - nov 13 - ... Initisl Protocol Application for Approvsl Expedited Approved 10-Feb-2004
0402001180 Mewy Protocol - nov 13 - ... Initisl Protocol Application for Approval Exermpt Exerption Grarted 10-Feb-2004
0402001181 Mewy Protocol - nov 13 - n... Initisl Protocol Application for Approvsl Expedited Approved 10-Feb-2004
0402001154 est - new protocol Initisl Protocol Applicstion for &pproval Full Approved 12-Feb-2004
0402001185 est - new protocol Initisl Protocol Applicstion for Approval Full Approved 13-Feb-2004

0403001191 6 ¢ 0l Intial P A pplicatio el

1 Agenida
Reports List N ll

Reports generated during the aclion *Substantive Revisions Required’

for the protocol - 0403001191

Description
-2
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5.
6.

File Edt Actions Maintan Departmental Admin  Central Admin  Window  Help

How to Bring Back Minutes

From in the Schedule screen, click on the Search button ke and in the
Schedule Date column type in the date of the meeting whose minutes you need.
Once Coeus has brought up that meeting date double click on it.

When the window opens, go to the Edit menu and select View minutes.

Coeus will open the View Minutes window. Notice that there are two columns,
one entitled “Version No.” and the other “Date Created”. The Version No. list the
number of time the Minutes document has been modified and regenerated. Coeus
will list the most recent version on at the bottom of the list.

Highlight the version desired and click on the OK button.

Coeus will launch the Minutes in a separate window.

L)

€ ¢Schedule Details - 225

Scheduls | Protocols Submmedl Other Amionsl Attendancel Minutesl

04|y =(S/00/0 B

Committee 1D :

Committee Name :

Comments :

Schedule Date: |01-Sep-2004 Status : |Scheduled 'I
Place: v Time : [10:00
Max Protocols : |500 Deadline : |01-Sep-2004

Agenda Generation : Meeting Date :
Start Time : End Time :

000000000000005
IRB

|
viewminutes |
Committee 1D - 000000000000005
Committee Name : B
Version No. | Date Created | oK |
h [10-Feb-2004 1000 &m |
Cancel |
Send |
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Rolodex Screen Detalls

Rolodex Window:

Field Name Field Description Field Notes:
Rolodex ID Unique identifier Auto generated
Last Update Date stamp Auto generated

Update User

Lists user that last modified
record

Auto generated

Last Name Self Explanatory
First Name Self Explanatory
Middle Name Self Explanatory
Suffix Self Explanatory
Prefix Self Explanatory
Title Self Explanatory
Sponsor Self Explanatory

Organization

Name of the organization
this contact works for

Address Self Explanatory
City Self Explanatory
County Self Explanatory
Postal Code Self Explanatory
Country Self Explanatory
Email Self Explanatory
Phone Self Explanatory
Fax Self Explanatory
Comments Self Explanatory

Written & Designed by: Maria Martinez Weill Medical College of Cornell
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How to Add a Record to the Rolodex

1. Open the Rolodex screen. You can do this either by hitting the rolodex button

¥
i or by going to the Maintain menu and selecting Rolodex
2. Cancel out of the search window, when the screen opens.

3. Hit the Add button E and begin to enter the contact information for the person
you are adding into the rolodex.

£

"__ﬁ‘ Coeus

File Edit Maintain Departmental Admin  Central Admin  Tools Window Help

LastName First Name Middle Hame i I Title

Add New Rolodex "l _Xl
0K I
Rolodex Id :| Last Updale:l UpdaleUsel:I
: = - Cancel
Last: First: Hiddle:

f

Name:{ador partn =
Suffi] Prefi| Title: |Lard ﬂl

Sponsor:|

0 The Empire

Address:|Death Star]

Ciby:|Gallaxy Far Far Avweay County:| niverse

State:| hd I Postal Code:
Country:)nited States v I Phone:

E Mail:|lordvador@desthatar oot Fax:

ever under estimste the povwer of the dark side!

Comments:
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Sponsor Screen Detalls

Sponsor Window:

Field Name
Sponsor Code

Field Description
Unique identifier for a
particular sponsor

Field Notes:
User creates the number

Acronym Self Explanatory
Name Sponsor name
Type Drop down

Audit Report for Fiscal Yr

Lists year of last audit
report

Duns Self Explanatory

Duns+4

Dodc

Cage

Address Self Explanatory

City Self Explanatory

County Self Explanatory

State Self Explanatory

Postal Code Self Explanatory

Country Self Explanatory

Phone Self Explanatory

Email Self Explanatory

Fax Self Explanatory

Last Update Date Stamp for that last
modification

Last User List User who last modified

the record
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Creating A Sponsor

E_dcoeus 7 -8 5['

File Edit Maintain Departmental Admin  Central Admin  Tools  Window  Help
o 5
R = ]

State Name Country

SponsorCode:[ Acrangm: [62. Unit: [

Name: [Ben & Jerry's ]
Type: Federal -| Audit Report Sent For Fy- |—
puns:| Dunsed: [
Dode:] Cage: [

Address: [123 Maple Street
City: [sometown | County: [usa

Stale: |plahama - I Postal Code:

Country: | nited States - | Phone:

E-Mail:oengbsicom Fax:

LastUpdate:]  UpdateUser

1. Begin by clicking on the Maintain Sponsor button or EI by going to the Edit
menu and selecting Sponsor.
2. Cancel out of the search window when it pops open

0

Click on the Add button l===dOr go to the Edit menu and select Add

4. When the window opens begin by entering a “Sponsor Code”. The Sponsor Code

is a six character unique identifier.

Then Enter the Acronym for the name of the sponsor

Enter the name of the sponsor

7. From the Type field select the type of institution the sponsor is from the drop
down list

8. Enter the DUNS information if known. As this is not a required field the user can
skip directly to the Address field.

9. Complete the remaining contact information fields for the Sponsor.

w

oo
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Organization Screen Detalls

Name & Address Tab:
- . |

Organization 1D Unique Identifier: Must be | Coeus auto-generates the
6 digits number for the user

Organization Name Self Explanatory

(Required)

Contact Address Self Explanatory Created in the Roldex and

(Required) auto generated in

Organization screen

Address Self Explanatory

(Required)

Cable Address Fill-in if known

Telex Number Fill-in if known

County Fill-in if known

Congressional Number Fill-in if known

Organization — 2 Tab:
Field Name
Incorporated In

Field Description

Field Notes:
Fill-in if known

Incorporated Date

Fill-in if known

Number of Employees

Fill-in if known

IRS Exemption number

Fill-in if known

Federal Employer

Fill-in if known

Mass Tax Exemption
Number

Fill-in if known

Agency

Fill-in if known

Com Gov. Entity Code

Fill-in if known

Vendor

Fill-in if known

Mass Employee Claim

Fill-in if known

Duns

Fill-in if known

Duns +4 Fill-in if known
Dodac Fill-in if known
Cage Fill-in if known
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Organization Screen Detalls

Organization — 3 Tab:

Human Sub Assurance

Fill-in if known

Animal Welfare Assurance

Fill-in if known

Science Misconduct Comp
Date

Fill-in if known

PHS Account

Fill-in if known

NSA Institutional Code

Fill-in if known

Indirect Cost Rate
Agreement

Fill-in if known

Cognizant Auditor

Fill-in if known

ONR Resident Rep

Fill-in if known

Type

Type A number that is created by | Auto-generated by Coeus
Coeus to list organization
type

Description Summary of the kind of For example, Non-Profit or
organization being listed Federal.

Question

Not used. Disabled function that
WMC IRB office deos not
use

Audit

Fiscal Year

Self Explanatory

Fill-in if known

Audit Accepted

Drop down list of various
audit statuses

Fill-in if known

Comment

Free text field where users
can make notes on an audit

Fill-in if known
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Organization Screen Detalls

IDC
|
Rate Self Explanatory Fill-in if known
Type Drop down list of the Fill-in if known
various kinds of IDC rates
Start Date Self Explanatory Fill-in if known
End Date Self Explanatory Fill-in if known
Requested Date Self Explanatory Fill-in if known
Comments Free text field where users | Fill-in if needed
can create notes for the IDC
rate
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Adding a New Organization to a Protocol

* Please note that in order to create a new organization the contact information for that
organization must be entered in the Rolodex

1. Begin by going to the Amin menu and then selecting Organization from the list.

Flle Maintain Departmental | Admin  Central Admin  Window Help

it e E T = =

Code Tables,..

Cost Elements. ..

Custom Elements...

Unit Higrarchy. ..

Area OF Research...

ioraw- g [Auoshapes- N N OB O EE | S-Z-A-==5 B i!

Page 93 Sec 1 9397 AL L9 LnB Coll REC TRK EXT ovR  OF I
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Adding a New Organization to a Protocol

2. This action will launch the Organization window. Hit cancel in the search

h

window an then click n the Add button .
3. Begin by entering the name of the organization.

Fle Edit Maintain Departmental Admin  Central Admin  Tools  Window  Help

| S/ ]5) 8

Yendor Code

=10/

Address Congr District Fed Employee Id Dun And Bradstreet Duns Plus Four I Dodac Humber I Cage Number |

Maintain Drganization W x|

Mame & Address IOrganizal\Uﬂ-QI Orgamza{iun-Sl Typel Guesliunl Audill IDCI

Drganization |d: LI

Organization Name: | Cancel
Contact Address: i

Address: I
Cable Address: l—
Telex Number: I—

County: l—

Congressional Districk: I
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Adding a New Organization to a Protocol

4. To retrieve the information for the contact person at this organization click on the

Search button K.

Address Congr District

Fed Employee Id

Yendor Code

Dun And Bradslreell Duns Plus Four Dodac Number Cage Number I

SEIET
File Edt Maintain Departmental Admin Central Admin Took Window Help I
& 1[0 fu [ 0| B & B)| 0|5 =(S(0[0] B
i =lolx|

Maintain DOrganization N

Nate & Address | Orgamizaﬁon—Ql Organizaﬁan—SI Typal Ques1ion| Audrtl \DCl

Organization Id: |

Organization Name: INASA

Cantact Addrase: | ol
Rolodex Search [

Rolodex Search Rolodex Search Result |

x|

0K

Cancel

Rolodex Id

Sponsor Code

Last Name

tcDonald

Pat

First Name

Hiddle Name

Cancel

15042

101261

Smith

Pat

Find

Clear

el
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Adding a New Organization to a Protocol

5. Coeus will ask you for the address in this window twice. This is because, on

occasion, the contact person at the organization has a different address than the

main address of the organization.

The remainder of the fields should only be completed if the information is know.

7. Then go to the Type tab, and from the right hand side of the window highlight the
type of organization you need.

8. Then click on the left arrow button and Coeus will plug your selection on the left
hand side of the screen.

e

R

File Edt Maintain Departmental Admin  Central Admin Tools  Window  Help
| 2 b
| = -
) 0 | @ | i || 2 | BN [ | [ 25| | 5] 0|0 e
E_;-Maintain Organization -
Id Mame Address Congr District Fed Employee Id Yendor Code I Dun And Bradstreet Duns Plus Four

4
Mame & Addressl Organizaﬁun—ZI Crganization-3  Type I Gues‘tiunl Audill IDCI
0K |
Cancel |
Type | Descnplion | |<<| Type Descriphion |
3 |Fedra\ Gowernment | 4 Bia) ‘I
33 2 Disadvantaged Business
For-Profit
Hospital
8 Incian Tribal Governmert
] Inciivicusl
1] Institution of Higher Edu...

Local Government
Minority Business
Man-Profit

ther

3
i

6
5 Private Mon-Prafi |;|
K1 1>

9. Itis not mandatory to complete the remainder of the tabs. However, if the
information is know please enter it. It is always best to enter as much information
as possible.
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Creating Reminder Letters

* It is important that all IRB Notifications and renewal entries have been entered into the
system before batch jobs are run. Otherwise, the job will encompass those records that
require updates, unnecessarily. Reminder letters are default to generate on a period of 60
days. In the case of Renewal reminders, the letters will generate 60 days prior to the
expiration date. With regards to revision reminders, the letters are generated 60 days
from the last review date.

Q50

L

1. Begin by hitting the Committee button ke 0r by clicking on the Maintain menu
and selecting Committee. This will launch the Committee Screen
2. Highlight the Committee that you would like to start with first.

Click on the Edit button, this will open the Committee Details window.
4. Go to the Edit Menu and select Batch Correspondence.

w

9,0

Mtueus j ;lEIJEI
File 'Ht Maintain Departmental Admin  Central Admin  Window  Help
. ] 52 E 0[] =/=/00/0 B
" Batch Carrespondence ] Renewal Remindsr L] |% | %” =
M| O | IRB Motification Reminder
Comrittee | Mambers' Area of Resaarch' Schadu\e'
Committee ID: |xxxx Committee Name: |s¥RReea

i Generate Correspondence I = | o = e %l a |
kS
f_‘-(nmmittee Details - xxxx e AE“E
Description: Tse far Histarical data =

HomeUnitfoooor 2| Weill Medical Callege
Min Members for quorum: '22— Maximum Protocols: lmoui
Ady Submission D ays: ID— Review Type: |Fu|\ x I
Last Updated: W Updated User: m—

Schedule Description: F.Ery three weeks ;I

&l

Draw~ g |Attoshapes> N\ N O OB A @@ - 2- A-==2 B lj

Page 1 Sec 1 11 Ak 36" ln 11 Caol 1 REC TRK EXT ovR  OF I
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Creating Reminder Letters

5. To generate the Renewal reminder letters click on the Renewal Reminder
selection, for reminders on an IRB Notification select IRB Notification Reminder.

This will launch the appropriate “Reminders” window.

Coeus will auto-enter the Start and End dates for you. For example, if you run a
batch on July 1, 2004 the Start Date you would enter is 07/01/2004 and the End
Date would be 09/01/2004. Dates can be changed manually at any time. (Please

note that this will be a once a month process.)

- =lof x|
10 | [ e | | 0 | B ) 8 | e ) N[ ) B
=10l

ol

f;{-l:ommittee Details - ®xH®

Committes I Memharsl Area of Researchl Schedu\el

Committee ID: Ixxxx Committee Name: |siauaea i (==

Description: ra for Historical data

Home Unit: IDUEIEIEH ol | Weill Medical College

Type: |\RB el
Min Members for quorum: I22 Maximum Protocols: |1 oo

Ady Submission Days: IU Review Type: |Fu|| il I
Last Updated: |277May—2004 Updated User: Imam201 2

Schedule Description: -
L Protocol Renewal Reminders i x|
0K

Committee Id: Ixxxx Committee Hame: IDummy Curmmitties
Current Run Details: Cancel
Stant Date: [01-1u1-2004 End Date: 51012004

Previous Run Details:

Run Date: I
Start Dale:I End Dale:I

Draw- g [Adtoshapes- N\ W DO E A @ E S-2-A-==2 @ jﬂ

REC TRE ExT ovR &

Page 2 Sec 1 iz ak 2zt Lng ol
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Creating Reminder Letters

The system will then confirm that you want to generate the reminders. Click the
Yes button.

Coeus will then launch all the reminder letters in a single separate window. Each
reminder letter will be listed as a separate PDF file.
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