—_ RESEARCH ETHICS BOARD
i?{eggl%l Non-Local Serious Adverse Event
: Spreadsheet Guide (Excel 2007)

1) Open the file “Non-Local SAE Submission Spreadsheet.”
a) A Security Warning will pop up just above the spreadsheet with the message
“Macros have been disabled.” (as shown below)

l@ Security Warning Macros have been disabled, Options...

b) Click “Options” to bring up a Security Alert window. This window will inform
you that you should not enable macros unless you trust the source of the file.

@ Security Alert - Macro

Macro
Macros have been disabled. Macros might contain viruses or other security hazards, Do
not enable this content unless you trust the source of this file,

Warning: It is not possible to determine that this content came from a
trustworthy source. You should leave this content disabled unless the
content provides critical functionality and you trust its source.

More information
File Path:  S:\,..EB\SJCG DATABASE ToddNon-Local SAE Submission Spreadsheet.xlsm

@ Help protect me fram Unknown content (recammended)
& Enable this content

Open the Trust Center Canicel
7]

c) In this case we do want to enable macros since the file source is trusted. Click
“Enable this content.” Finally, click “OK.”

d) The window will disappear and the spreadsheet will be displayed again.

2)

a) With the spreadsheet open, you will notice that you need to fill in several values
near the top of the screen: “Submission Date,” “REB#,” “Study Title,” and
“Principal Investigator.” Click the square immediately to the right of Submission
Date to select it. An arrow will appear as shown below:

Submission Date ||_lv |

b) Click the arrow to display a drop down list of all possible months. Select the

appropriate month from the list.

il

Jan &
Feb T
Mar
Apr
May i
June r-
July

Aug ¥

c) Repeat this process to select a day and a year from the drop down lists.

Submission Date |._Ian | 1 |2£]1ﬂ

d) Double-click the box beside “REB#.” It will now allow you to type the seven-
digit REB number. If you enter a number that is too short or too long an error
message will appear as follows:

Microsoft Dffice Excel x|
@ The value you entered is not valid.
1 A& user has restricted values that can be entered inko this cell.

Cancel | Help |
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e) Finally, double-click the box beside “Study Title” to enter the study title, and
double-click the box beside “Principal Investigator” to type in the Principal
Investigator’s title, first and last names. Once you are finished, the spreadsheet
should look similar to the example below.

Submission Date Jdan [ 1]2010]
REB# 2010001
Study Title Example study
Principal Investigator Dr. Jehn Doe

3) You are now ready to enter SAES into the spreadsheet.
a) Double-click the box immediately below the Patient ID Number header (this
should be row 16 column F). Type in the patient ID number. When you are
finished, the spreadsheet should look similar to this picture:

. Type 3 SAE
Diate of SAE SAE Relat h
13 ale o S Ex eationship Changes
z£(32 B
Patient ID Humber = Adverse Event E % g Reportin 2ls e % @
{One patient per row) = & (Separate multiple events with a comma) | & 3] p . g Sponsor w|2| 2|22
c |5 2 Zu|3 Investigator = |2 | 2|8 T
= (2 = =1 I:II.I @ |E| 5|23
14 e o | @ E [ii}
15 Use same language as in report
16 E1X1A1M1P1L1E

b) Next, fill in the date of the SAE in the following three boxes by using the drop-
down lists provided. These drop-down lists work exactly the same as those used
for the submission date at the top of the screen.

] Type 3 SAE
Diate of SAE SAE Relationshi
13 R P Changes
=3 T2 o
. 5|23 - =
Patient ID Humber Adverse Event 22|52 . Slsle|ee
. . = - - X . |E®|5 &| Reporting =1E ® 5
{One patient per row) € [= & (Separate multiple events with a comma) |7 & 2 0§ . Sponsor w g | E|==
s|a|l 2 D w55 Investigator AR
=2(m = 22
14 = SRR £(8|3&
15 Use same language as in report
16 E1X1A1M1P1L1E Dec 31)2009) -

c) Next double-click the box below “Adverse Event” and type in a description of the
adverse event.

d) After you have typed in the description, double-click the next box and click the
arrow to display a drop down list of the event status. You can either enter “I”” for
“Initial” or the follow-up number.

e) Next click the following box and select either “U” or “E” from the drop down list
for unexpected or expected, respectively. By now your spreadsheet should look
similar to the following picture:

Date of SAE = SAE Relationship Type 3 SAE
13 Sa= Changes
—_ 3|88 »
EE|EF 2 .
Patient ID Humber Adverse Event =222 . Sls|lel2e
S -] - - . |EE| & &| Reporting =13 E5
(One patient per row) z |=| & (Separate multiple events with a comma) (7 & | £ . Sponsor wi g3 =22
s S| & Z u |3 | Investigator = |S|E[ET
= > =1 @ 2135|882
w &)
14 = a g0
15 Use same language as in report
16 E1X1A1M1PILIE Dec 31 2009 Adverse Event | =
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f) Now double-click the next two boxes separately to specify the SAE relationship
for reporting investigator and sponsor. Use the drop-down lists to select a word. If
the word you are looking for isn’t listed, simply double-click the box and type it
in manually. When you are done the spreadsheet should look similar to this
picture:

Type 3 SAE

SAE Relationship Changes

Date of SAE

Initial
Follow-up

Patient ID Number Adverse Event

(One patient per raw) |Separate multiple events with a commay Reporting

Investigator
Use same language as in report
Possible IF'rUbahIe | B3

g) Next, double-click the box below SAE Type and specify the SAE type as 1, 2, or
3 from the drop-down list. The meaning of these values is listed at the top of the
spreadsheet with a corresponding asterisk. If you choose SAE Type 1 or 2, you
are finished entering the first SAE record (disregard point h below). If you
choose SAE Type 3, you must specify the Type 3 SAE Changes in the last three
columns as explained next.

Sponsor

Unexpected
Expected

Month

SAE Type*
Protocol
Consent

=
=
(=]

Y ear
1
FU=
o[ u=
E

Investigator
Brochure

14
15
16 E1X1A1M1PALIE Dec 31 2009 Adverse Event

h) If the SAE is of type 3, double-click the box below Protocol to specify if changes
should be made to the protocol. The only options in the drop-down list are “Yes”
or “No.” Repeat this process to specify “Yes” or “No” for changes to the consent
and investigator brochure. When you are finished, the spreadsheet should look
similar to the picture below:

Type 3 SAE

SAE Relationship Changes

Date of SAE

Initial
Follow-up
Unexpected
Expected

Patient ID Number Adverse Event

(One patient per raw) |Separate multiple events with a commay Reporting

Investigator

SAE Type*

Sponsor

=
=
(=]

Month
Y ear
1
FU=
[ u=
E
Protocol
Consent
Investigator

Brochure

14
15
16 E1X1ATMAPALIE Dec 31 2009 Adverse Event

Use same language as in report
Possible Probable 3 Yes Mo

|
o
0

4) You have now entered a record into the spreadsheet in row 16. Each row in the
spreadsheet should correspond to ONE patient. The exception would be if a single
patient had multiple events on the same day with different relationships and
SAE type. In this case, use a new row to enter additional event and related
information but do not repeat the patient ID number or date of SAE (leave blank). If
you would like to enter a new patient, double-click the first box in the next available
row and repeat the instructions listed above from Step 3. If you enter a lot of records
into the spreadsheet, you will notice that the column headers (rows 13, 14, and 15)
will stay frozen in place even if you scroll up and down. This will help you remember
what values to place in each column.

5) When you are ready, print out the spreadsheet. If the error message shown below
appears, this means you haven’t finished entering values in the box at the top of the
screen. Follow the instructions in Step 2 to fill in these values.

i Microsoft Excel x|
" ¥ou must Fillin a submission date, REB number, study title, and principal investigator before printing,
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6) Once you are able to print successfully, you will notice that a few extra rows will pop
up near the top of the screen as shown below. These rows will appear on the first page
of your print-out for the principal investigator and research ethics board chair to sign.
When you are ready, print out the document.

Date:

Person Completing Form:
| acknowiedge that | have read the information provided on the Serious
|\Adverse Eveni(s) idendiied below and have assessed the sakety significance of patens.

Principal Investigator Signature

For Research Ethics Board use only:
Cn behalf of the Thunder Bay Regional Heatth Sciences Cenire
Research Ethics Board, | acknowledge recsipt ofthe below nofed SAEs

Chair Signature:
Date:

7) Now you must save the electronic version of the spreadsheet. Click the Office Button
at the top left corner of the screen to display the menu, and hover your mouse over
“Save As.” As you can see below, a list of different file formats will appear. Simply
click the “Save As” button or click “Excel Macro-Enabled Workbook.”

=

Print

e NPETLOD@

Send

L./ Publish »

[
_I LClaose

Save As b

Mon-Local SA

b @ Excel 37-2003 Workbook

Prepare * R OpenDocument Spreadsheet

I
[y Excel Macro-Enabled Waorkbook

l‘:‘ Excel Binary Workbook

=] Other Formats
Openthe Save As dialog box to select from

Save a copy of the document

= Excel Workbook
@il | Save the file as an Excel Waorkbook.

31| save the workbook in the XML-based and
macra-enabled file format,

wosa| Save the warkbook in a binary file farmat
optimized for fast loading and saving.

Ul | Save a copy of the workbook that is fully
compatible with Excel 97-2003.

Save the workbook in the Open Document
Farmat.

PDF or XPS
= Publish a copy of the warkbook as a PDF or

XPs file,

all passible file types.

| 2] Excel Options | |X Exit Excel ‘

8) The screen shown below will appear. Change the file name to the format “REB#” “PI
Last Name” “NLSAE” “Date.” For example, “2010001 Doe NLSAE 2010Mar01”.
When you are finished, make sure you are saving the file somewhere you will
remember and click “Save.”

x|

Savein | Todd He-a XoE-
Y [EinonLocal SAE Submission Spreadsheet.dsm
My Recent
Document ks
—
Desktop

* | My Documents

-
-
L
My Computer
3
My Network.
Places

File name:

IZUIUUUI Doe WLSAE 2010Mar0]

=l

Save as type: IExceI Macra-Enabled Workbook (*,xksm)

Bl

Tools |~

FA

9) Email the Excel Macro-Enabled Workbook file that you just created to REO@tbh.net.
Mail one hard copy with Principal Investigator’s signature to the Research Ethics

Office
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Notes

1) Itis recommended that you save your work often to prevent any data loss.
2) If any difficult results during data entry, save what you have completed and contact
the Research Ethics Office for assistance. Often we can resolve issues without loss

of work.
Email: REO@tbh.net Work Phone: (807) 684-6422
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