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Sarika Selvaraj

Biostatistician I, Biostatistics, Precision for Medicine

Sarika is currently associated with Precision as Biostatistician I, with a
background of 4 years in the field of clinical research.

In Statistical Programming, she has made significant contributions to both
CDISC and non-CDISC studies. She has worked on multiple therapeutic areas
with end-to-end projects as a programmer.

She is passionate about the nuances of clinical data and has consistently
demonstrated a remarkable ability to handle diverse datasets effectively.

Sarika holds a Master of Science (MSc) degree in Statistics.
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Rubha Raghu

Biostatistician I, Biostatistics, Precision for Medicine

Rubha has been associated with Precision for medicine since 2021 across roles
in Biostatistics and Statistical Programming. In her role as a Programmer, she
has been actively involved in supporting the end-to-end programming process.
In her current role as a Biostatistician I, she has made note-worthy contributions
to writing SAPs and Creating Mockshells. She has also worked on reviewing
TLF's output and actively addressed sponsor comments.

In addition, she has a keen interest in the identification of solutions through the
application of AI/ML.

Rubha holds a Master’s degree in Statistics.
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This presentation serves solely for informational purposes and does not constitute
professional advice. The opinions expressed are those of the presenter and do not
necessarily align with the views or policies of Precision For Medicine.

Unauthorized reproduction, modification, or copying of this presentation, whether in
entirety or in part, is strictly prohibited without the explicit written consent of Precision
For Medicine.
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CDER’s Annual Novel Drug Approvals: 2015 - 2024

The 10-year graph below shows that from 2015 through 2024, CDER has averaged about

47 novel drug approvals per year.
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Source: Step 3: Clinical Research | FDA Source: 2024 New Drug Therapy Approvals Annual Report


https://www.fda.gov/patients/drug-development-process/step-3-clinical-research
https://www.fda.gov/files/drugs/published/new-drug-therapy-2025-annual-report.pdf
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Site Data
Management

Data Discrepancy Resolution
Delays
e Thid party data Delays

»  Protocol Non-adherence
Incomplete or Delayed Data Entry

Statistics

Handing Missing/Partial Data
Last minute Adhoc request

® Statistical
. - Programming

Integration of Multi-source
data
« Specification challenges
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Site

Subject Folder BMKYN BMKDATA BMKTIM1
O B TUNBE 10
5118001 W2 Yes IFEBAL | 0350
5118001 w3 Yes 10FEB2 |15
5118001 Wi Yes 17FEB25 | 1105
5118001 W8 Yes UFEB2S 1103
5118001 WE Yes IMR2B 1100
SUBIID VST . LBOAT BT ASSAY Unk
5118001 [WiDi s 1100 e ol
5118001 [W105 A% 111500000 C5F2 gl
5118001 w2 OYA%| 11800000 C5F2 gl
5118001 [W202 A%, 11080000 C5F2 gl
5118001 [W205 QA% 111600000/ C5F2 byl
5118001 W3 PREDOSE QA0S 14500000 C5F2 oot
5118001 W4 PREDOSE QTS| 112200000 C5F2 gl
5118001 W5 PREDOSE Q05|  111500000|CSR2 i
5118001 |'WE PREDOSE 03/03/2025 11:2%:00.000( CSF2 pa/ml
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SUBJID VISIT » LBDAT LBTIM ASSAY Uni
5118001 | W1D!1 DU2IHSEE 11:30:00.000|CSF2 pg/mL
5118001 w105 017317205 11:15:00000| CSF2 pg/mL
5118001 | W2 02/03/2025)  10:18:00000 CSF2 pg/mL
5118001 | w202 02/04/2025)  11:08:00000 CSF2 pg/mL
5118001 | w205 020772025, 11:16:00000 CSF2 pg/mL
5118001 | W3 PREDOSE 0210/2025)  11:45.00000 CSF2 pg/mL
5118001 | w4 PREDOSE 0217/205|  11:2200000) CSF2 pg/mL
5118001 | w5 PREDOSE 02/24/205|  11:15:00000) C5F2 pa/mL
5118001 | w6 PREDOSE 03032025 11:23000001CSF2 pa/ml

Data
Management
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b

USUBJID [ LBTEST | LBORRES | LBORRESU | LBORNRLO | LBORNRHI | VISIT [ wotc ]
5118001 Urea Niragen P mo/dL 8 23 Week 1Day 1 20250127
5118001 Hematacii 57 % 7 50 Week 1 Day 1 20250127
5118001 Hermoglobin 155 g/dl 13 17.7 Wesk 1Day 1 20250127
5118-001 Ery. Mean Corpuscular Volume 381 fL 79 7 Week 1 Day 1 202501-27
5118001 Platelets 205 10734 140 450 Wesk 1Day 1 20250127
5118001 Erythrocytes 466 10°6AL 4 58 Week 1 Day 1 20250127
5118001 Leukocytes 52 10°3A 41 123 Wesk 1Day 1 20250127
5118001 Bacteria N/ Wesk 1Day1 20250127
5118001 Casts N/ Wesk 1Day 1 20250127
5118001 Cystals N/ Week 1 Day 1 20250127
5118001 Epithelial Cells N/ HPF Wesk 1Day 1 20250127
5118001 Glucose NEGATIVE Wesk 1Dap1 20250127
5118001 Ketones NEGATIVE Week 1Day 1 20250127
5118-001 Leukocyte Esterase NEGATIVE ‘Week 1Day 1 202501-27
5118001 Nitite NEGATIVE Wesk 1Day1 20250127
5116001 Oceult Blood TRACE Wesk 1Day 1 20250127
5116001 Protein NEGATIVE Wesk 1Day 1 20250127
5118001 Erythrocytes 0 MHFF Wesk 1Day 1 20250127
5118001 Renal Tubular Cells N/ Wesk 1Day1 20250127
5118001 Leukocytes 0 JHFF Wesk 1Day1 20250127
5118001 Yeast Cells N/ Wesk 1Day 1 20250127

Statistical Programming
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Statistics

Matrix Armm A Am B AmC
Visit/ Timepoint (N=54) (N=27) (N=27)
Urine
Week 1 Day 1/ Predose
n 28 13 15
Mean (SD) 0.43 (0.394) 0.55 (0.504) 0.32 (0.236)
Geometric Mean 029 036 0325
Median 0.30 045 028
Min, Max 01,18 01,18 01,08
Week 1 Day 2/ Postdose
n 27 10 17
Mean (SD) 3294.13 (2161.706) 394591 (2151.657) 2910.72 (2137.221)
Geometric Mean 2223 44 3093.87 1830.75
Median 2710.53 536922 1538.90
Min, Max 59.1,5648.6 528.7. 56486 591, 3648.6
Week 1 Day 5/ Postdose
il 28 13 15
Mean (SD) 339.35 (706.891) 183.57 (271.047) 474.36 (926.640)
Geometric Mean 7136 63.14 7935
Median 7574 67.90 92.15
Min, Max 02,34932 43 8223 02, 34932
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ROLE ROTATION MODEL
n —3

L)

( Hospital Site Data Manager

Statistical Programmer Statistician
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Fosters Cross-Functional Understanding
- Enables team members to experience adjacent roles (e.g., Data Management, Biostatistics,
Programming), building empathy and reducing misalignment.
Improves Submission Quality and Timeliness
- Early involvement in feasibility reviews and mock TLFs helps identify issues before final
CSR delivery, minimizing rework and delays.
Promotes Shared Ownership of Data Integrity
- Encourages accountability across functions, ensuring consistent data quality and traceability
throughout the submission lifecycle.
Supports Agile Resource Management
- Cross-trained staff can flexibly support high-demand areas, reducing dependency on specific
individuals and avoiding burnout.
Drives Continuous Process Improvement
- Real-time feedback from rotators helps refine SOPs, streamline workflows, and foster a
culture of operational excellence.
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Trainings Meetings Batch Run Dashboards
« SOP e FromKoMto LLT * Assign new resources * Graphical Output
* Practical Exposure » Shared Repository » Use Cross Departmental * Resource Management

* Alert Management



Clinical Trial Dashboard
al Dashboard
+<t for tracking project .
Reset Al Data
Reset AN Data
Stat Programening Raviow
Sta1 Rewiow
SDTM Datasets SDTM Review
2
Domain Status Start Date Complete Date issuc? Issue Status e g i Daas gmm :::-:ms S ke
oM Ongorg v 0a/10/2025 (=] oalza/2025 Yoz ~ Orgoing ~
oM oa/nizo02s O ca/zs/2025 O No ~ No ~ Cpen N not upaated
os Comgpis Nh7i202% 1242025 N = R R
= ompictad v oah7/202: 0a/24/202: No v Complcted v os mmfadiyyyy O mmiadiyyyy © Mo N~ No N~ Clozei N St e
Vs Not Started v mm/fad/yyyy (=] mm/fad/yyyy (=} No v NiA v vs mmiadlyyyy © mmfaalyyyy No N No N Craot N
As Not Started ~ mmfadlyyyy (=] mmfadlyyyy No N NiA N Az mmiadiyyyy © mmfadiyyyy O No ~ No ~ Closet N
L 7 o [ Y i
8 Not Started v mm/dalyyyy (=) mm/dalyyyy (=) No ~v NIA v = meadlyyyy & mmiadlyyyy © MNo N No N Cpen N
ADaM Review
ADaM Datasets
Domain  StartDate EnaDate Commiants o Status. Any szue?
Domain Status Start Date Complete Date tszuc? Issue Status v ns oz
= " . ADSL ‘zziza2s 0 /zaj202s O = ~ = ~ ot NS
ADSL v meddlyyyy ) me/dalyyyy No v NIA ~ oa8/z7/202 oal/zs/202 Ye Yoz Closet
ADAE mmfadlyyyy 0O mmfadlyyyy O No N~ No N~ Closct N =mple Guc
ADAE Not Started v mmfadlyyyy (=] mmfad/yyyy No v NIA v
ADsY mmiadiyyyy O mmiadiyyyy O No N~ No N~ Cioset N
ADsV Not Started v mmiddlyyyy (=] mmigdlyyyy (=] No v NA v
ACvsS mmfadiyyyy O mmfadiyyyy © No N~ No N~ Cpen N
ADVE Not Started v mm/dalyyyy (=] mmidalyyyy (=] No v NiA v
Aois mmfodlyyyy O mmfaalyyyy No ~ No ~ Cragol N
Aois Not Started v mm/ddlyyyy =] mmfddlyyyy =] No v NIA v
ADMH mmfadiyyyy O mmiadiyyyy O No N~ No N Cpen N
ADMH Not Started v mmfaalyyyy =] mm/fad/yyyy No v NIA v
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RIRES ONE DELIVERY

Role Awareness Shared Ownership Learning Culture Strategic Collaboration
Hands-on exposure to adjacent

Encouraging cross-functional Promotes accountability for data roles fosters continuous Enhances teamwork and

understanding through quality across functions, not just improvement and skill communication, aligning efforts

rotation builds empathy and within silos. development. from dry runs to CSR delivery.

reduces silos.

LS

Timely Delivery

Efficiency Gains

Early feasibility reviews and mock
TLFs minimize rework and streamline
submission timelines.

Reduces late-stage surprises and
supports submission-readiness

Unified Oversight through proactive planning.

Centralized quality control
ensures consistent compliance
with CDISC and global
standards.
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