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Drug Information Journal 2010 44:745-56

Risk Based SDV Approach ~ 5 types

L N

1 Standard All research data shall be verified against source documents.
SDV
2 Random SDV A small-scale SDV shall be performed randomly at the

beginning of the trial to evaluate error rates and other
factors, after which the level of the second-stage SDV shall

be set.
3 Declining SDV Perform 100% SDV on data from the initial trial phases
Approach (Initial and Screening). If no significant issues arise, reduce

the scope of subsequent SDV.
4 Three-tiered Pre-determine three SDV levels (100%, 10-20%, 0%) for

SDV each data set.
Approach

5 Mixed Optimize by combining Op.3 and Op.4. Utilize remote and
Approach central monitoring.
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Drug Information Journal 2010 44:745-56

Random SDV Approach

Step2:

If data quality
issues are
identified, then
SDV is adjusted to
a higher level

Error rate/quality

Stepl: issue assessment.
Screening and An adjustment is
Baseline Visits mode based on the

list of prespecified
10-20% SDV criteria (triggers),
when necessary

Otherwise SDV at

the original level
(10-20%)

Sponsor Sign-Off

@ In the first phase, SDV is performed on a subset of data (e.g., 10-20% of cases, facilities, or data
points selected randomly) ly).

(@ The quality of the first phase is evaluated based on the error rate or other predetermined
criteria, and the criteria for implementing the second phase of SDV are established.

3 The second phase of SDV is performed.
2026/3/13 54



Drug Information Journal 2010 44:745-56

Declining SDV Approach

Visit 3 and
IEIRN S Error rate/quality forward 10-
(screening and issue assessment. 100%SDV,
baseline, for If no critical issues depending on the

instance) 100% are identified, SDV quality of
SDV level is reduced screening and
baseline data

Sponsor Sign-Off

@ In Phase 1, 100% SDV is performed on screening and baseline data.

(@ The quality of Phase 1 is evaluated based on the error rate or other predefined criteria. If no significant
issues are found, the level of subsequent SDV is reduced.

(3 Phase 2 SDV is performed.
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Drug Information Journal 2010 44:745-56

, 3-tiered SDV Approach

Tierl: 100% SDV (Ex: AE, Dates, Dosing,
Key variables of analysis)

Study team that
includes statistician
determines the list
of variables to be
included in each tier

Tier2: 10-20% SDV (Ex: Vital sings,
ConMed, Labs)

Tier3: 0% SDV (Ex: Physical Exam, Med.
Hx)

Sponsor Sign-Off

@ Set the level of SDV to be performed for each data set in advance.
@ Perform SDV at each set level.
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, Mixed Approach

Drug Information Journal 2010 44:745-56

N

p

Preparation Stage

tudy team
that includes
statistician
determines
the list of
variables to
be included
in tiers1 and
2

N

-

) D
Screening &
Baseline Visits

All data points for
these visits

100% SDV

Study Course

Ex: Primary and
Secondary
Variables of
Analysis, Dates,
AEs

AAAns e

Tier 2
(data not included

in Tierl)

0% SDV

Study Endpoint
Visit(s)

Study endpoint per
protocol/SAP

Key variables (or all

data for this visit)

100% SDV

OL Extension
(if applicable)

Tierl
Ex: Dosing, Dates,
AEs
100% SDV

Tier2
(data not included
in Tierl)

0% SDV

Remote/Centralized or

Remote/Centralized or
On-Site Monitoring

On-Site Monitoring

On- site Monitoring On-site Monitoring

Sponsor Sign-Off

@ For Screening, Baseline, and Endpoints, 100% SDV shall be performed (On-site).

SDV shall be performed for critical data; SDV shall not be performed for

@ For other data, 100% r _ _
non-critical data (SDV method shall be either on-site, remote, or centralized).

Using EDC allows for reduced frequency of on-site monitoring.
57
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, Remote SDV

1. Web-based Document Upload —Video system

Remote monitoring using cloud-based document
uploads (e.g., SharePoint) and video
conferencing systems

2. Direct Access using VPN connection

Utilize the secure environment
provided by existing electronic
health records, such as regional
collaboration access, to directly
access the EHR.

VPN
Network

2026/3/13 https://www.jcroa.or.jp/wp-content/uploads/2025/09/remote_access_monitoring_20250930.pdf 59



. https://www.transceleratebiopharmainc.com/assets/esource-solutions/
What is eSource

The Food and Drug Administration (FDA) defines eSource, or electronic source data, as data initially recorded in an
electronic format. The TransCelerate eSource workstream further categorizes eSource into the four groups shown below:
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eSource DDC Data Flow Map

1. DDC and EDC with separate systems 2. Integrated DDC and EDC system

@===n
I

Worksheet

DDC
(eWorksheet)

* | DDC (Direct Access)
EDC
?
I_ I I N - -
Database
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, The value of eSource

Novartis - Memorial Sloan Kettering
* EHR export -> sponsor data warehouse
e Local lab and vitals domain

Eli Lilly - Memorial Sloan Kettering & Yale
e EHR -> EDC
e Local lab domains

Duke University School of Medicine
¢ Internal EHR -> internal EDC

2026/3/13

https://www.transceleratebiopharmainc.com/assets/esource-solutions/

* Manual data entry reduced by 20%
e Query rate reduced by 50%
e Transcription errors 0

e Data latency reduced from 20.4 to 3.5 days

e Transcription errors reduced from 6.7% to 0
* Site effort reduced by 8 hours/patient/study
* Monitoring activity reduced by 2
hours/patient/study

e Time saved 37% total time between traditional EDC
vs eSource, 1 FTE, 65% total keystrokes
e Data Quality - 9% errorrate to 0

62



, Expectations for DDC utilization
Expected Effects

Reduced workload for monitors due to fewer SDV items 44
Reduced workload for healthcare institutions due to elimination of data transfer from 43
worksheets

Improved data quality through elimination of transcription errors 42
Timely access to data 36
Timely (remote) data review 31
Reduced monitoring costs 24
Shortened database lock period 18
Other 13

Survey from the JPMA DS Subcommittee, 2022

https://www.jpma.or.jp/information/evaluation/results/allotment/gbkspa0000001j8;j-
att/DS_202208 DDC_EHR b.pdf
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https://www.transceleratebiopharmainc.com/wp-
content/uploads/2021/04/TransCelerate_eSource-

2026/3/13 Informatics-Reference-Guide-for-Clinical-Research-
Sites_March-2021.pdf



, Vulcan FHIR® ACCELERATOR™
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