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Reception Sponsor Remarks

Julie Cramer
Senior Director of Clinical 

and Regulatory Affairs
Clinical Research Strategies
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Boutique Executive Consulting Group & Clinical CRO
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Julie Cramer, PhD

Haley Fuller, PhD

Alyssa Harris, MS

Sidney Lane, PhD

▪ Founded on 65+ combined years of veteran experience in 
regulatory strategy and submissions, clinical operations, risk 
management, manufacturing, and continuous quality 
improvement for Top 10 Healthcare Companies, small start-ups, 
multiple CROs, and military/defense-backed aerospace and optics 
programs

▪ Team experience in integrative project planning & execution for 
first-in-class technologies associated with:

• Supporting DoD, DARPA, NIH, and SBIR funded research

• Spoke member of ARPA-H

• Member of MTEC

• Mentors for M2D2, LifeX, CNY Biotech Accelerator, Alpha 
Health Labs

Conference Representatives



Emphasis on Clinical, Regulatory, and Quality Pillars
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• QMS – 21 CFR 820/ISO13485
• Product Requirements Documents 

(PRD)
• Risk Management Files (RMF)

• Biocompatibility / sterility testing 
requirements & reports

• Development of First Article
• Conduct and validate audits

Quality Assurance

• Clinical strategy, support, 
authorship, and leadership

• Experience with designing First-in-
Man, Proof-of-concept (POC) 
studies through evaluating Post-
Market lifetime studies

• Expertise in:
- First-in-Man (FIM) 
- Validation Studies
- Human Factors
- Post-market / Real World    
   Evidence (RWE)

Clinical

• Regulatory strategy, authorship, 
liaison, and management

• Regulatory pathway assessments 

(RPA) to prepare / substantiate 
submissions

• Submissions to/for IRB, US FDA, EC 
for CE Mark under EU MDR

• Drugs, NSR / SR Devices, 
Combination products

• 513g, 510k, De Novo, Class I, Q-

Sub, BDD, Pre-IDE/HDE or Pre-
IND/IND, Pre-RFD/RFD, PMA US 
FDA pathways

Regulatory



Serving Global Clients

▪ Austin

▪ Boston

▪ Chicago

▪ Houston

▪ Minneapolis

▪ New Jersey

▪ New York City

▪ Philadelphia

▪ Pittsburgh

▪ RTP, North Carolina

▪ San Antonio

▪ Tucson

▪ Washington, D.C.

▪ Canada
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▪ France
▪ Germany
▪ Norway
▪ Portugal
▪ Spain
▪ Sweden
▪ Switzerland
▪ The Netherlands
▪ United Kingdom

▪ India
▪ Japan
▪ South Korea
▪ Taiwan

▪ South Africa

▪ Australia



Modalities and Therapeutic Areas Serviced
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Drugs/Biologics
(25%)

Combination 
Products

(10%)

IVDs/LDTs
(15%)

Medical Device, 
SAMD
(50%)

MODALITIES

• Aging
• Antibody Therapeutics
• Biosensors
• Cannabis
• Cardiovascular Disease
• Central Nervous System
• Critical Care Medicine
• Dental and Oral Health
• Digital Health
• Gastroenterology
• Genetics
• Immunology
• Infectious Disease
• Men’s Health
• Metabolic Disorders
• Microbiome
• Neonates & Pediatrics

• Nephrology & Renal 
Diseases

• Neurology
• Oncology
• Ophthalmology
• Opioid Abuse
• Orthopedics
• Pain
• Precision Medicine
• Psychiatry & Mental Health
• Rare Diseases
• Radiology
• Regenerative Medicine
• Respiratory Diseases
• Sleep
• Women’s Health
• Wound-Healing

THERAPEUTIC AREAS



Pilot Study

Client DARPA and McGowan Institute for Regenerative Medicine

Objectives
Clinical
Initiate & conduct FIH pilot 
study

Regulatory 
Support non-significant risk (NSR) 
submission to IRB

Quality
Build & operate Phase I QMS for 
trial readiness

Barriers
• Academic groups unfamiliar with industry-

standard operating procedures
• Incredibly tight timeline

Results
• IRB and DoD Office of Human Research Oversight (OHRO) approval as NSR device
• 5 of 5 participants completed; device functionality confirmed in humans and no serious adverse 

events reported

Case Study: DARPA Wound Characterization FIH Study
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Regulatory

Quality

Clinical

IRB 
Submission

2025 2024 

DARPA 
Approval

Site Initiation 
Visit (SIV)

Clinical Study 
Report (CSR)

First Patient 
In (FPI)

Last Patient 
In (LPI)



Contact
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Main Office
Clinical Research Strategies, LLC
6400 Brooktree Court, Suite 240
Wexford, PA 15090
clinicalresearchstrategies.com
https://www.linkedin.com/company/clinical-research-strategies VISIT US AT BOOTH #4



Morning Keynote Remarks

Dr. Carrie M. Quinn
Deputy to the Commanding General

US Army Medical Research and
Development Command
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