	
	Gabriella Kocsis-Fodor, PhD
Harwell, Oxfordshire, UK · +44 7482 252546 · gabriella.kocsis.fodor@gmail.com 
LinkedIn: https://www.linkedin.com/in/gabriella-kocsis-fodor-6b89b049/

PROFILE
Clinical Biomarker/Biospecimen Operations Manager with 10+ years across sponsor/CRO settings, combining lab-based scientific training (PhD, MSc) with pre-clinical and clinical operations delivery. Experienced end-to-end biospecimen governor in global matrix teams (EU/UK/US/Asia) running Phase II–III oncology & cardiovascular trials: central-lab set-up, vendor selection/oversight, clinical performance KPIs, kit build & lab manuals, sample/data flow, trial milestones and inspection-ready documentation (eTMF/Veeva Vault; Credi; Subway). Strong grasp of ICH-GCP and drug-development processes, IVDR & CE-marking requirements. Acts as a single point of contact for biomarker/IVD operations, aligning budgets, timelines, risks and quality to achieve on-time, high-quality biomarker data. 
PROFESSIONAL EXPERIENCE
Director & Principal Consultant - Outside IR35
Harwell-Oxford Bioscience Consulting Ltd (owner) | Polegate | Oct 2025–present
· Q4 2025 set-up for consultancy across clinical ops, GxP quality and biospecimen governance: vendor oversight, TMF QC, kit build reviews, data reconciliation, KPI dashboards, and inspection readiness. 

Senior Global Trial Manager - Clinical Biospecimen Senior Manager 
IQVIA Ltd (NVS-Sponsor) | Reading | Nov 2021 – Oct 2025
· Providing strategic and operational leadership for all biospecimen aspects within clinical trials, from protocol input to study close-out. This includes owning study-level biomarker/ancillary sample plans and lab manuals, providing protocol/ICF input for biomarker collections, blood volume alignment and ethics/regulatory readiness. 
· Liaising with internal stakeholders, trial data scientists, vendors, and laboratories. 
· Setting up central-lab operations (collection/processing instructions, shipping conditions/logistics), coordinating kit build and sample/accountability workflows; establishing data transfer specs and QC with Data Management; driving eTMF (Veeva Vault / Subway / Credi) readiness.
· Supporting site training on technical biospecimen (biomarker & IVD) procedures and CDx process; fielded biospecimen-related queries and coordinated responses with cross-functional teams.
· Driving reconciliation tools, accelerating iDBL/fDBL on priority Phase 3 studies: supporting inspection-ready documentation and GCP compliance. 
· Helping Central Lab to translate protocols into fit-for-purpose databases and SOWs; supporting feasibility leading, and supply forecasting.”
· Managing lab (performance tracking through KPIs, ensuring quality delivery) and vendor relationships, reviewing proposals, LSAs and budgets, and ensuring adherence to SOPs and best practices, while escalating risks when needed.

Study Director – Preclinical Cardiovascular Safety Pharmacology
Covance / LabCorp (CRO) | Alconbury | Jan 2018 – Oct 2021
· Directing GLP studies per ICH S7A/S7B and UK GLP; cross-functional vendor/lab collaboration (Pharmacy, DFA, Bioanalysis, QA, Vet Services) to deliver to time/quality.
· During QA (Full Time: Jun 2019 - Oct 2019) secondment auditing DFA (Dose Formulation Analysis) / Safety Pharmacology / BBC (Biomarkers, Bioanalysis and Clinical Sciences) reports; strengthening data integrity and report quality. 
· Consulting with sponsors to optimise design choices, clarifying risk and budget impacts.
· Providing training and mentorship for new colleagues in a supportive environment.
· Monitoring multiple databases to track and maintain company inventory.

Academic Research Roles in Drug Discovery
University of Leicester; University of Szeged; Pharmahungary Group (https://www.pharmahungary.com/) | 2003–2017
· Participating in oncology and cardiovascular research programs, managing laboratory operations and mentoring 13+ students.
· Authoring or co-authoring over 60 peer-reviewed publications across oncology, antiviral, renal, metabolic, cardiovascular, and colloid chemistry fields. 

EDUCATION & TRAINING
· PhD, Theoretical Medical Sciences — University of Szeged (2011)
· MSc, Applied Chemistry — University of Szeged (2000)

PUBLICATIONS
60+ peer-reviewed papers; Google Scholar: 1,253 citations, h-index 19. Link on request.	

TECHNICAL & REGULATORY TOOLKIT
· Biomarker/IVD ops: Biomarker Management Plan, CDx/IVD awareness, lab manuals/kit build, central-lab set-up, chain-of-custody, sample lifecycle, data transfer specs, reconciliation.
· Systems/process: eTMF, KPIs/dashboards, risk logs, SOPs/CAPA/root cause analysis.
· Frameworks: ICH-GCP, EU-CTR; GLP (preclinical).

AFFILIATIONS
Affiliate Member of European Association for Cancer Research | 2016-17.
Affiliate Member of The Physiological Society (UK) | 2014-16.
ESC Professional Member of European Society of Cardiology | 2006-12.



	ACHIEVEMENTS
· Hit FPFV milestone earlier than planned under my support in 2 clinical trials (Phase 2 & 3 – IVDR compliance - CE marked kits and assays).
· Assured earlier completeness of study sample (LPLV) / result (WOC issues) reconciliation supporting fDBL in 2 clinical trials (Phase 3 – 10 years).
· Initiated a new tracking tool for sample reconciliation, which supported the sponsor’s priority giga trial (Phase 3 – 8300+ patients) iDBL and analysis.  
· Finalised 5 QA’d reports a couple of weeks earlier than usual, due to the deep understanding of QA systems and workflow.
· Organised new Lab Set-up till readiness.
· Designed, & implemented a Lab transfer between 2 distant locations and validated and set initiative goals to improve the transferred assays. 
SKILLS

· Clinical research team leadership: clear communicator, mentoring, task assignment, and performance management
· Operational oversight of biospecimen management, sample logistics (sample/data flow), and clinical trial support
· Regulatory compliance: GCP, ICH Guidelines, SOPs, FDA, EU-CTR
· Audit & inspection readiness: CAPA implementation, trend analysis, gap assessments
· Resource and budget management: study-level financial oversight, cost optimisation
· Cross-functional stakeholder engagement: KOLs, PIs, site staff, Medical Affairs, and Commercial teams
· Presenting training and development programs for clinical research personnel
· Strong stakeholder influence 
· Critical reasoning and pragmatic problem-solving 
· Digital workflow integration: eCRFs, operational tracking, performance analytics
· HA query support


ACCOMPLISHMENTS
PPL NO.: SAB: 1551, 2019, Covance CRS Ltd., UK. 
PIL NO.: ENV/19/052, 2019, Covance CRS Ltd., UK. 
Study Director Training, 2018, Envigo CRS Ltd., UK. 
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