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When a trial is off-course, we put it back on target.

Clinical trial and RWE study rescue, CRO oversight, bid defense, and FSP build for pharma, biotech, and medical
device sponsors, CROs, and clinical trial sites. We do not replace your CRO. We diagnose why a study is slipping, reset
the plan on real numbers, and govern every party back to Right the First Time, On-Time, On-Target.

30 24,623 1,092 22 97

Trial and RWE study Patients across programs led Sites across 30 countries Therapeutic areas Of studies closed within
rescues approved budget

CORE COMPETENCIES DOCUMENTED RECORD

Clinical trial and RWE study rescue
- study rescu %5% 38 days
Phase | to IV and RWE: diagnose the drift, re-forecast enrollment, re- Fewer amendment cycles on Average data locks ahead of
target sites, reset the plan. rescue trials schedule
CRO oversight for sponsors 98% 95%
The Strategic Client Advocate model holds every CRO and vendor to Fewer SOW and UAT set-up Of 50+ bid defenses won
the plan you bought, with executive metrics. errors where the principal presented
RFP response and bid defense for CROs $875M $302M

10,101-patient Phase IlI
program directed

Revenue growth in 19 months,
acompany record

Responses built from the sponsor's side of the table, mock defenses,

and study recovery after award.

The principal's documented record in prior roles at sponsors, top-five
FSP build for emerging biotech leaders CROs, a leading central lab, and clinical trial sites.
Teams designed on the Service Value Added Model (SVAM) tiers,

. . . . WHY SPONSORS CHOOSE US
partner selection, governed delivery, fractional oversight.

. . . . Your CRO stays; we govern it back to the plan.
Audit and inspection readiness y g P

eTMF review, sponsor audit readiness, and ICH E6 GCP and 21 CFR
Part 11 checks.

Hospital program build and RWE strategy
Clinical trial programs for health systems; real-world evidence across
every phase; Al/ML trial analytics.

ONE PATH FROM SOW TO DATA LOCK

sow G1-62 G3 G4 Gan G5

Bid and Strategy and Readiness, Checks at Lock Audit-ready
scope plan first patient 25%,75%, readiness, close-out
reviewed baselined minus 4 wks last patient minus 3

before price months

PRINCIPAL CONTACT

Donald Ray Cook, M.S., ML | Ed.D. Candidate drc@clinicaltrialrx.com
Office +1 (317) 799-0212

Principal Consultant and Strategic Client Advocate

Direct +1 (317) 491-2150

RIGHT THE FIRST TIME - ON-TIME - ON-TARGET

One side only on any study, disclosed at engagement.

Metrics senior leadership sees at every Stage-Gate
review.

Frameworks: SVAM, Business Acquisition Process
(BAP), and Business Execution Process (BEP).

Remote delivery worldwide, on site when needed.

HEADQUARTERS

2 East Main Street
Pittsboro, IN 46167
clinicaltrialrx.com

OUT-PACE IN THEIR SPACE




