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QxP’s Approach to Managing FDA
Complete Response Letters (CRLs)

When the FDA issues a Complete Response Letter (CRL), companies face both a regulatory setback and a critical
opportunity to course-correct. There are 3 main reasons for CRLs issued in 2024 through 2025 - 1) Facility Inspection
Issues; 2) Product Quality Issues and 3) Statistical analysis in clinicals - this is according to commissioner Dr. Markary
on 9/8/2025. QxP provides structured, experienced guidance to help organizations navigate CRLs efficiently and
effectively—reducing compliance risk and accelerating resubmission of all modalities — generics, biopharmaceuticals,

3. Execution & Remediation
]

biotech and novel technologies.

1. Rapid Triage & Gap Assessment

« Immediate Impact Analysis — QxP assembles a
cross-functional team (Quiality, Regulatory, CMC,
Clinical, Operations) to rapidly review the CRL
content.

+ Root Cause Evaluation — We map deficiencies
against prior submissions, regulatory expectations,
and industry benchmarks.

« Risk Prioritization — Issues are scored based on
regulatory severity, potential product delay, and

business impact.

2. Strategic Response Development

« Action Plan Creation — A clear roadmap with
timelines, ownership, and deliverables for each
deficiency.

« Regulatory Alignment — QxP leverages its expertise
in FDA guidance, ICH standards, and precedent case
studies to frame robust responses using global best
practices.

+ Sponsor-Agency Communication — We support

preparation for Type A, B, or C meetings to align with
FDA on remediation paths before resubmission.

Why QxP?

Global Experience: Decades of FDA, EMA, MHRA,
and other global regulatory agency interactions across
modalities (small molecules, biologics, ATMPs).

Practical Solutions: Hands-on, operationally
grounded remediation through innovation and
technology—not just advisory slide decks.

Training & Culture: Proprietary Virtuosi training
platform builds long-term inspection readiness and
compliance culture.

=

Data & Documentation Remediation — QxP
consultants work side-by-side with client teams to
close gaps in CMC, clinical, or quality data packages
through coaching and mentoring,

Inspection Readiness — Where facility or process
deficiencies are cited, QxP deploys its inspection-
readiness frameworks and Virtuosi, an employee
virtual reality education platform, to accelerate
compliance.

Cross-functional Coordination — Our structured
governance model ensures Regulatory Affairs, Quality,
Manufacturing, and Clinical teams move in lockstep.

4. Resubmission & Sustainability

High-Quality Resubmission Package — QxP ensures
responses are scientifically sound, regulatory-
compliant, and positioned to avoid further delay.

Sustainability of Commercial Operations — Beyond
the CRL, we help strengthen underlying processes and
controls to prevent recurrence and provide mentoring
and coaching for you.

Executive & Board Reporting — Clear, data-driven
progress updates to keep stakeholders informed.

Outcome:

Clients partnering with QxP
transform CRL challenges into
opportunities—achieving faster
approvals, stronger regulatory
relationships, and more sustainable
commercial operations.
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