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Agenda

1. MDR set-up process
2. MDR development process

3. Where are we now?
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1. MDR set-up process
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Rationale

u EXpa n d i ng tea m Data Management Team Growth

Portfolio Growth
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. . . 15 s
= Rapidly growing portfolio :
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2017 2018 2019 2020 2021 2014 2015 2016 2017 2018 2019 2020 2021

= Manual updates to library

AutoSave £ Search
File Home Insert Page Layout Formulas Data Review View Developer Help Inquire Acrobat
E36 " fe
A B © D E
1 |Date Version Changes Details Reason
2 |20210202  |Draft Version
3 |20200217 Draft Version |Datasets Correction of various Typos
4 Variables Correction of various Typos
5 Removal of Length Values Trial Specific Post Processing Activity
6 Removal of Significant Digit Values Trial Specific Post Processing Activity
7 added details in columns J and K Column J: VISITNUM (reminder to add codelist, not trial specific)
8 Added column Q: Core 0On request for internal use
9 Value Level detail added
10 where clauses |detail added
1 codelists Correction of various Typos
12 addition of new codelists
removal of synonyms Per Pinnacle 21 webinar, FDA expects update of synonyms to existing data in
datasets, synonym mappings from source data to be described in csdrg for
13 traceability
14 completion of decoded values for NCI CT
15 Datasets Correction of various Typos
16 addition of SUPPSV on request of 1904/1905 trials
17 Variables Correction of various Typos
18 addition of SUPPSV vars
19 Value Level
20 where clauses
21 codelists Correction of various Typos
22 removal of duplicates
23 addition of new codes
na
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Minimal requirements

= Off-the-shelf

" |ntuitive

= Easyre-use

Browse your Q Search your D/ Search your

studies assets change requests

= Front-end and back-end
visualisations

= \ersioning
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End-user objectives for MDR implementation

= Data standards governance

= CRF design in parallel with protocol development
= Early definition of trial-level expectations

= Standardised communication with external parties

= Simplified EDC UAT
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Selection criteria

= CRF and data collection metadata
S peC|f| CatIO ns Supplier Excellence Scorecard

supplier Proton Silica Supply TOTAL POINTS EARNED | OVERALL SCORE
scorecard Date Friday, November 18, 2016
Revewedy il Buyer 92 %
Supplier Contact  Sammy Salesman
m Category
mMmetadata po—s e
pricing Supplier's price relative to competitors 15%
Discounts Does supplier offer discounts for early payment? 10%
RFQTumaround  [How quickly does supplier return RFQ's? 5%
(Clarity of Quotes  [Are quotes clear and easy to understand? %
(Quote Validity Time [How long are quotations valid? 5%
. C t i t i Total % Available in This Category: | 40% Total % Supplier Earned in This Category:
Category 2: Quality
tem Description Weight %
oPPM Supplier's DPPM percentage 10%
. legible 5%
Packaging Packaging integrity prevents damage on receipt %
m Expiration Compliance with quality codes, subjective score %
overnance e I
Total % Available in This Category: | 35% Total % Supplier Earned in This Category:
Category 3: Inventory & Stockholding Support
tem Description
LA Supplier has a signed LTA in place:
. O St oD [Supplier's OTD percentage, last 6 months
( Percentage of orders that ship immediately from
% In stock Ord
in Stock Orders_|stock and do not roll to  backorder
Packaging Packaging interity prevents damage on receipt
Total % Available in This Category: | 25% Total % Supplier Earned in This Category: | 24%
Score Weigh Weighting
100% 59% F
] 80% 60% 3
7 0% 70% c
o 30% 0% 8
£ 0% 0% 4

Short time to implementation
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Implementation team

Business
Owner

Application
Owner

O
i

Project
Manager

Computer System

Validator(CSV) Quality

Assurance

IT

wWWwWWw.ocs-lifesciences.com 8

© OCS Life Sciences



Timelines to implementation

March 2021
First contact
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April 2021
Business case

May 2021
Approval

May 2021 - July 2021
Development user
requirements

April 2021 -
October 2021
Development and
execution UAT

October 2021
Go-live

February 2022
First governance
meeting

© OCS Life Sciences

April 2022
First CRF
package released

September 2022
First end-to-end
study build




2. MDR development process
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Standards development

= Rare disease area = different indications with different endpoints

v

v

) AL

il
II
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Development challenges

= System abilities vs.
user requirements

= Learning process
= 80/20 rule
= Use of terminologies
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Eligibility
1.1 |Eligibility review can be (" Yes
performed  No
Adverse Events
1.15  |Was the adverse event " Yes AESER
serious? ~ No
Vital Signs
14 Vital signs performed (C Yes Y =[Not submitted)

Vital signs date
(DD-MMM-YYYY)

I

(" NO N=VSSTAT = NOT DONE when VSTESTCD = VSALL

Reason vital signs not performed




Data standards governance process

Input Review Comments DMLs

Prior and Concomitant Therapy Comment Response
1.1 |Medication/therapy

v v
1.2 |Indication (" Adverse Event _
1 : ' = = H ? i
 Adverse Event,choose the corresponding AE log fne Do we need 'study disease’ as indication? Or Add disease under study

I: do you expect the site to select 'MH' (while Discuss within governance:
C Medical History usually this is collected on a separate form - Other option needed?

If Medical History, choose the corresponding MH log line and cannot be selected as corresponding MH - If prophylaxis, specification needed?
(" Prophylaxis
(" Other

If Prophylaxis or Other, please specify |:]

Discuss with Governance Team

Output

Prior and Concomitant Therapy

1
1.1 Medication/therapy |

1.2 |indication Adverse Event * Indication for CM, should we add el
If Adverse Event, choose the corresponding AE log line to form T e -
E— s
* Specification of prophylaxis et o e s g o
Medical History . propmy —
If Medical History, choose the corresponding MH log line P

I Prophylaxis or Othes, please specify

~ <Indication under study>
Prophylaxis
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Data Standards Governance Team

=  Governance team

o [ 4
" am Core team members am
O
= ) Ad hoc team members 4 edien | 4
i i

Clinical
operations

Statistics

= Tracking of conclusions and

Clinical
rat|0na|e O pharmacology Bio-analytics O
N i
‘ Management Programming
- Me.d.ical .
writing -
O
- -
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3. Where are we now?
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Significant simplification

Before After

[3 Physical Examination

@ s bject Number [ Folder Name

-
Assessment done? Yes & @ Verity |~
[3) Physical Examination
Date performed (dd MMM yyyy. 22 Aug 2019 ° @ Verity |~
Physical exam performed . v
Time of assessment (HH:nn) @ 10 : 30 = @ Veiify |~
Please examine all indicated body systems and select the appropriate response: Reason physical exam not performed
- If an abnormality is present at Roll-Over visit, please cross-check with Medical History form
- If a new, clinically significant finding is found after signing informed consent, please also cross-check with Adverse Events form Physical exam date v
- Myasthenia Gravis related abnormalities should not be reported on this page
. i . Weight v
Physical Examination, Log Lines All v
Body system If other, please specify Result If abnormal, please specify If abnormal, clinically significant? .
Height - v
1 General appearance Normal <
2 skin Normal & BMI kg/m2
3 Lymph nodes Normal =
4 Musculoskeletal/extremities Abnormal sequelae right hip avascular necrosis, stable = No =
5 Abdomen Normal =
6 cardiovascular Normal &
7 Respiratory Normal &
8 Neurological Normal &
9 Other Notdone =
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Study build

SDTM IG

version

aCRF and
metadata
specs

completion
guidelines
and edit

checks
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Deliverables study build

Demographic Data and Informed Cons:

Datasets

Completion
guidelines

and edit
checks

Date/Time of Define-XML document generation: 2022-10-20T09:36:18

Controlled Terminology --DAT Check for future dates
Standard X_DM DM_AGE Age at informed consent DM_AGE_C1 Sites <> JPN: Age at informed consent should be equal to or greater than 18 years.
Study Name Demographic Data and Informed Consent Recordi X_DM DM_AGE Age at informed consent DM_AGE_C2 JPN sites: Ag_e at mfor_med consent should be eq_ual to or greater than 20 years.
_DM DM_BIRTHYY Birth year DM_BIRTHYY_C1 Check that birth year is before the date ICF obtained.
Study Description Demographic Data and Informed Consent Recordi y py DM_BIRTHYY Birth year DM_BIRTHYY_C2 Check that the calculated age (derived from the year of birth at time of ICF
Protocol Name Demographic Data and Informed Consent Recordi signature) corresponds to the reported age.
Metadata N Define-XML
etadata Name efine X_DM DM_RACE Race (tick all that apply) DM_RACE_C1 At least one of the following race categories should be checked:
Metadata Description Define-XML - American Indian or Alaska Native
- Asian
- Black or African American
- Native Hawaiian or other Pacific Islander
- White
DM Demographics SPECIAL PURPOSE - Other
Go to the top of the Define-XML document OR
Not Reported should be checked.
OR
DM (Demographics) - SPECIAL PURPOSE
( grap ) Unknown should be checked.
Variable Label / Description
Note: If Not Reported or Unknown is checked, the other items should remain
blank.
STUDYID | Study Identifier text Identifier DM_RACE Race (tick all that apply) DM_RACE_C2 Check if 'other" is ticked that the specify field does not contain a pre-defined
DOMAIN Domain Abbreviation text Identifier X_DM DS_IC_DSSTDAT Date informed consent obtained DS_IC_DSSTDAT_C1 Date ICF obtained should be equal to or after ICF version date.
X_DM DS_IC_DSSTDAT Date informed consent obtained DS_IC_DSSTDAT_C2 Date ICF obtained should be equal to or after protocol version date.
X_DM DS_IC_DSSTDAT Date informed consent obtained DS_IC_DSSTDAT_C3 Check that the date ICF obtained <=screening visit date
USUBJID [ Unique Subject Identifier text Identifier X_DM XD_INITSCRN Previous participant ID XD_INITSCRN_C1 Check that if a previous participant ID is reported:
SUBJID Subject Identifier for the Study text Topic - that this is an existing participant.
- - — - that it is reported for only one participant.
RFSTDTC S“bjec,t Reference Start datetime | Record Qualifier - that the previous participant ID is registered as screen failure.
Date/Time
RFENDTC | Subject Reference End Date/Time | datetime | Record Qualifier 1S0O 8601
RFXSTDTC | Date/Time of First Study datetime | Record Qualifier 1SO 8601
Treatment
RFXENDTC | Date/Time of Last Study datetime | Record Qualifier 1S0 8601
Treatment
RFICDTC Date/Time of Informed Consent | datetime | Record Qualifier 1SO 8601
RFPENDTC | Date/Time of End of Participation | datetime | Record Qualifier IS0 8601
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Learnings

= Test end-to-end study build
= Smooth process
= Versioning and identifiers

= Qverall MDR implementation
= (Clear overview of data collected so far
= Simplified data collection
= Better control of study set-up
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Thank you!

Jasmine Kestemont: jasmine.kestemont@innovion.be

Louella Schoemacher: info.nl@ocs-consulting.com

Or visit booth 14 after this session!

@UES lfe Sciences = Innovion
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