BAYER

am

PhUSE Single Day Event,
Mississauga, 15Aug2019

Automatic Safety
Slide Deck
Generator

i

Felipe Fittipaldi
Senior Study Medical Expert, Bayer US

felipe.fittipaldi@bayer.com




=) Business Use Case

Health Authorities require Sponsors to monitor cumulative study data for patterns and trends that can hint at
possible unknown toxicities of drugs still in development.

Old process New proposal
« Medical personnel responsible for all process * In house Excel-based VBA prototype
steps/tasks  Ingests key source files from JReview
« Cumulative data review « Data processing/variable calculation
* Query writing/posting/data cleaning « Standardized TLFs built upon calculated
* Processing JReview data into meaningful TLFs variables in the background
that convey the findings from data review « TLFs are output to PPT slide deck ready for
« Writing detailed report describing those findings presentation across stakeholders
and conclusions « Data inconsistencies translated into
« Report further circulates through multiple automated queries ready to be posted
reviewers for approval/several rounds back and « Data insights further made available as
forth until finalized. additional reports/decks for presentation

« Medical personnel - time spent on non-medical tasks « Medical personnel - focus on data review only
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Export source files
from JReview

) Source files exported from JReview
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Data importing
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6| This is an automatic Safety Slide Deck generator. To use this tool you will need to estract the
7 | following listings from JReview:
8| Mandatary Optisnal
5 | L{S)59.01 Subject Disposition L[5)99.07 ECOG status
10 | L[5}58.02 Death Reports T[5}%9.02 Baseline LNH Flag Dist,
11 L(5)%59.03 Demography T{5}59.03 Lab Grade worst post B5L
12‘ L{5}559.04 Medical History T{5}59.04 Lab Grade latest post BSL
13| L[5}59.05 AE One Record Report Custom AESIs
M% L14.18  Subjects on Treatment
15 SMQ Listing
16!
17| ‘When all these listings are available you will need to follow the next steps in order to
18| generate a Safety Slide Deck:
19! 1. Import the required listings into the tool by clicking the "Import and Analyze Data" button.
20 : You will have to select all the listings at once. Make sure you have all the necessary listings
21 ' available. Once the importing Is done you will be prompted to save the file. The variables will
2| be calculated in the background. A notification will appear when everything is done.
23 , 2. Generate the Safety Presentation by clicking on the "Generate Presentation” butten. This
24| will open a window asking you to open the Presentation template which is provided with this
25| tool. Once open all the varlables will be inserted in the template. At the end of this procedure
26 : you will be able to adjust the tables/text as you consider necessary and save the file.
27|
28 | Additional function:
25 | If there are some data erors because the data is not "clean” you can generate gueries by
30| clicking the "Generate Querles” button. New sheets will be created with all the relevant
Sl_i queries, The "Cluery location® tab shows on which CRF page these are expected to be posted
32| and the "Query Reason” tab displays the reasen why the query was raised. Sometimes a Link
£ to Rave can also be provided. Once queries are generated, you can export a short Query
34| Report by clicking the "Generate a Querles Report” button and selecting the Query Summary
35.5 Report template provided with this tool
|
37|
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oeten) Safety Slide Deck Template Walkthrough
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Dwear User,

This is an automatic Safety Slide Deck generator. To use this tool you will need to extract the
following listings from JReview:
Mandatary

L{5)88.01 Subject Disposition
L[5)59.02 Death Reports
L[5}%5.03 Demography
L{5}59.04 Medical History
L[5}59.05 AE One Record Report

Optional

L[5)95.07 ECOG status

T{5)%3.02 Baseline LNH Flag Dist.
T{5}59.03 Lab Grade worst post BSL
T{5]59.04 Lab Grade |atest post BSL
Custom AESIs
Subjects on Treatment
580 Listing

L14.18

When all these listings are available you will need to follow the next steps in order to
generate a Safety Slide Deck:

1. Impert the required listings inte the tool by clicking the "Import and Analyze Data" button,
You will have to select all the listings at once. Make sure you have all the necessary listings
available. Once the importing is dene you will be prempted te save the file, The variables will
be calculated in the background. A notification will appear when everything is done.

2. Generate the Safety Presentation by clicking on the "Generate Presentation” button. This
will open a window asking you to open the Presentation template which is provided with this
tool. Once opan all the variables will be inserted in the template. At the end of this procedure
you will be able to adjust the tables/text as you consider necessary and save the file.

Additional function:

If these are some data emmors because the data is not "clean” you can generate queries by
clicking the "Generate Quearies” button. New sheets will be created with all the relevant
queries, The "Ouery lecation™ tab shows on which CRF page these are expected to be posted
and the "Query Reasen” tab displays the reason why the query was raised, Sometimes a Link
to Rave can also be provided. Onee queries are generated, you can export a short Query
Report by clicking the "Generate a Querles Repert” button and selecting the Query Summary
Report template provided with this tool
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Query Management
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6 This is an automatic Safety Slide Deck generator. To use this tool you will need to extract the
T following listings from JReview:
B Mandatory Optional
¥ L{5)88.01 Subject Disposition L[5)95.07 BECOG status
10 L[5}%5.02 Death Reports T[5)59.02 Baseline LNH Flag Dist,
10graphy TI5]99.03 Lab Grade warst post 85L Import and Analyze Data Reselect the Labs
lical History T[5)5%.04 Lab Grade |atest post BSL |_ I
- ne fecord Report Custom AESIS
L14.18  Subjects on Treatment
& R Generate Presentation Add only Labs to the PPT
i When all these listings are available you will need to follow the next steps in order to
18 generate a Safety Slide Deck:
19 1. Impeort the required listings into the tool by clicking the "Import and Analyze Data” button.
20 You will have to select all the listings at once. Make sure you have all the necessary listings
21 available. Once the importing is done you will be prompted to save the file, The variables will &
= be calculated in the background. A notification will appear when everything is done.
23 2. Generate the Safety Presentation by clicking on the "Generate Presentation” button. This
4 will open a window asking you to open the Presentation template which is provided with this GEﬂeratE UE‘l’iES MEdical REViEW Aﬂal 54'5
25 tool. Once open all the variables will be inserted in the tamplate. At the end of this procedure G‘ ¥
26 yeu will be able to adjust the tables/text as you consider necessary and save the file,
g
28 Additional function: r
5 If there are some data erors because the data is not "clean” you can generate queries by Generate a QUE”ES REPDW
30 clicking the "Generate Querles” button. New sheets will be created with all the relevant
31 queries, The "Query location™ tab shows on which CRF page these are expected to be posted
32 and the "Query Reasen” tab displays the reason why the quary was raised. Semetimes a Link
33 to Rave can also be provided. Once gueries are generated, you can export a short Query EXPOI’T QLIEI'iES to Datahank
34 Report by clicking the "Generate a Queries Report” button and selecting the Query Summary
35 Report template provided with this tool
36
37 : ; =
v | Control | AE | Death | Demography | Disposiion | ECOG | MedMist | LabBaseline | LabWorst Change | LabLlatestChange | AE Description .. (8 : [4] ] v
Select destination and press ENTER or choose Paste B m m - I + 100%
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5 |

& I This is an automatic Safety Slide Deck generator. To use this tool you will need to extract the

7| fallowing listings from JReview:

8 ! Mandatery Optisnal

8 | L[5)F9.01 Subject Disposition L[5)95.07 ECOG status
10 L[S)59.02 Death Reports T{5)%.02 Baseline LNH Flag Dist,
1] L[5)54.03 Demography T(5]99.03 Lab Grade warst post 85L Import and Analyze Data Reselect the Labs
:zl L[5)59.04 Medical History T(539.04 Lab Grade latest post BSL [] ]
13| L[5}59.05 AE One Record Report Custom AESs

14 | L1428  Subjectson Treatment
= i Generate Presentation Add only Labs to the PPT
17 I ‘When all these listings are available you will need to follow the next steps in order to
18_i generate a Safety Slide Deck:
15| 1. Import the required listings into the tool by clicking the "import and Analyze Data" button.
20 ! You will have to select all the listings at once. Make sure you have all the necessary listings
21 ! avallable. Once the Importing is done you will be prompted to save the file. The variables will
22| be calculated in the background. A notification will appear when everything is done. ¢
23| 2. Gengrate the Safety Presentation by clicking on the "Generate Presentation” button, This
24 | will open a window asking you to open the Presentation template which is provided with this = i H i
25E tool. Once open all the varlables will be inserted in the template. At the end of this procedure Generate O‘UEHES Medical Review AﬂalVSIS
26 | you will be able to adjust the tables/text as you consider necessary and save the file.
27|
28| Additional function: 3
5 If there are some data errors because the data is not "clean” you can generate queries by Generate a QUE"ES RE P'C'rt
20 ! clicking the "Generate Queries” button. New sheets will be created with all the relevant
) queries, The "Cuery location” tab shows on which CRF page these are expected to be posted
32 . and the "Query Reason” tab displays the reason why the query was raised. Sometimes a Link
33| to Rave can also be provided. Once gueries are generated, you can export a short Query Ex port QUEFiES to DEItE!tIE! nk
34| Report by clicking the "Ganerate a Querles Report” button and selecting the Query Summary
25 \ Report template provided with this tool =
v | Control | Cueries | DoubleCheck Queries | AE | Death | Demography | Disposiion | ECOG | MecdHist | LabBaseline | LabWorstcChange | ... & @ [4] ’
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8 | This is an automatic Safety Slide Deck generator. To use this tool you will need to extract the
7| following listings from JReview:
gl Mandatory Optional
il L[5)99.01 Subject Disposition Li5)92.07 ECOG status
10 | L[5)55.02 Death Reports T{5}59.02 Baseline LNH Flag Dist.
1| L(5159.03 Demagraphy T{5}59.03 Lab Grade worst post BSL Import and Analyze Data Reselect the Labs
ul L{5]35.04 Medical History TI5159.04 Lab Grade latest post BSL I ]
13 L(5}53.05 AE One Record Report Custom AESs
14 | 11418  Subjectson Treatment
= R Generate Presentation Add only Labs to the PPT
17 I ‘When all these listings are available you will need to follow the next steps in order to
18 generate a Safety Slide Deck:
15 [ 1. Import the required listings into the tool by clicking the "Import and Analyze Data" button.
20 ! You will have to select all the listings at once. Make sure you have all the necessary listings ¢h
21 available. Once the Importing Is done you will be prompted to save the file. The variables will
22| be calculated in the background. A notification will appear when everything is done,
23 : 2. Generate the Safety Presentation by clicking on the "Generate Presentation” button, This
24 | will open a window asking you te open the Presentation template which is provided with this | i H i
ZSE tool. Once open all the varlables will be inserted in the template. At the end of this procedure Generate O‘UEHES Medical Review Analvsm
26| you will be able to adjust the tables/text as you consider necessary and save the file,
27|
28| Additional function: 5
23 If there are seme data emrors because the data is not "clean” you can generate queries by Gene rate a QUE”ES RE pDrt
30 ! clicking the "Generate Querles” button. New sheets will be created with all the relevant
31| queries, The "Query location™ tab shows on which CRF page these are expected to be posted
32 . and the "Query Reason” tab displays the reason why the query was raised, Sometimes a Link
33| to Rave can also be provided. Once queries are generated, you can export a short Querny Exp{}r‘t Q_UE'riES to Dataha nk
34 Repaort by clicking the "Genarate a Querles Repart” button and selecting the Query Summary
35_; \ Report template provided with this tool |t
* | Control | MR MasterTable | MR Summary | Queries | Doublecheck Queries | Query Summary | AE | Death | Demography | Dispostion | EC .. & ¢ [4] [
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