Sapience Comprehensive Services

Sapience Verified

Oversight Assurance for IDMCs and IACs — audits, Sponsor/CRO and
Commiittee leadership training, and strategic consulting

We do not administer committees; we independently validate those who do.

WHY THIS MATTERS

Independent committees are under increasing scrutiny to prove—not merely claim—
independence, data segregation, and documentation integrity. Sapience strengthens the
governance and operational substrate for oversight committees, ensuring trial decisions are
defensible, inspection-ready, and consistent across regions.

WHAT SAPIENCE DOES (AND DOES NOT DO)

e Independent oversight assurance—audits, quality control, training, and strategic
consulting for Independent Data Monitoring Committees (IDMCs) and Independent
Adjudication Committees (IACs).

e We do not administer committees; we independently validate those who do (sponsor
teams, CROs, and third-party vendors).

OUR FOUR PILLARS

e Audit & Compliance Assurance: Third-party audits, firewall validation, CAPA support,
and inspection readiness.

e Training & Certification: Role-based training for Sponsor/CRO teams and GxP
auditors; beginner/advanced IDMC/IAC operations.

e Board Member Training: Member and chair tracks focused on leadership,
obligations, and decision frameworks (training can be documented for sponsor
eTMF).

e Strategic Consulting: Vendor selection, charter design, IDMC/IAC committee setup,
IDMC/IAC project management, performance KPls, and “rescue” management
mid-study.

Global Coverage

. U.S., EU, UK, and JAPAC regulatory nuance integrated into all services.
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THE ROI

e  Audit-ready governance aligned to FDA/EMA/MHRA/PMDA expectations and global
regulatory nuance (U.S., EU, UK, JAPAC).

e  Faster, cleaner committee decision cycles by improving the inputs, workflows, and
documentation that typically slow committees down.

o Reduced rework and inspection exposure via documentation QC (charters, minutes,
event packets, adjudication decisions, communication pathways).

. Independence that is strengthened—not compromised—through separation from
operational decision-making, auditable assessment pathways, and strict
confidentiality/firewalls.

Key Differentiators
e  Combined 40+ years of IDMC/IAC leadership and oversight experience.

e  We do not administer committees; we independently validate those who do, inside
and outside your organization.

e  Where Sapience is different: GxP audits typically validate compliance to procedures;
we validate the independence and assurance of the mechanics of the oversight
ecosystem—things like operational separation, data segregation, QC of committee
outputs, and an inspection-ready evidence trail that stands up across regulators.

Not just ‘another audit.’ It's an independent assurance for the part that gets
scrutinized when decisions, unblinding, or vendor interfaces are questioned.

Both matter— they're checking different failure modes.

e  Role-based training, including physicians and chairs (with an Al module coming
soon).

o Metrics and benchmarking approach for continuous performance improvement.
Outcomes & Proof Points

e  30-50% fewer audit findings after remediation.

e  50-70% fewer corrective actions with proactive quality gates.

o >30% improvement in documentation completeness post-training.

Contact

info@sapiencegc.com | (800) 513-1442 | www.sapiencegc.com | Indianapolis, IN
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