
Benjamin de Bruijne
Digital Technology Subject Matter Expert (DT SME) · CSV validation & GxP
compliance · IT/OT governance, cybersecurity & AI
Rhode-Saint-Genèse (Brussels), Belgium · debruijneb@gmail.com · linkedin.com/in/benjamindebruijne ·
benjamindebruijne.com/en/biopharma · Belgian · Freelance

PROFILE
Senior IT consultant (20 years of systems in production), Digital Technology SME at a global biopharma leader (via
Computacenter) since September 2025, in a GxP-regulated environment: computerised system validation (CSV, GAMP
5), 21 CFR Part 11 and EU GMP Annex 11 compliance, data integrity (ALCOA+), project lifecycle governance
(GP0→GP4), IT/OT governance and industrial cybersecurity (ISA/IEC 62443). I unblock technical and architectural
issues, translate digital topics for business and management, validate projects before go-live and train teams. Two
complementary strengths: the rigour of regulated environments (pharma, banking, public sector) and AI integration
and automation in production (OpenAI and Anthropic APIs, RAG, voice AI, n8n). I don't deliver slides: I design,
document, deliver and train.

CORE SKILLS
CSV validation: GAMP 5 (2nd ed.), CSA, URS, FS/DCS,
risk assessment, IQ/OQ/PQ, traceability matrix (URS →
FS → DCS → tests), validation plans & reports, change
control, periodic review

Regulatory: GxP (GMP/GLP/GCP), 21 CFR Part 11, EU
GMP Annex 11, ALCOA+ data integrity, electronic
signatures, audit trails, inspection readiness, NIS2, GDPR
(health data)

Project governance: GP0→GP4 gates, project charters,
RACI/RASIC, project kits and templates (DCS, TM,
IQ/OQ), documentation quality review, SOPs, Knowledge
Academy

IT/OT & cybersecurity: ISA/IEC 62443, NIST CSF,
network segmentation, hardening, privileged access,
Active Directory / Azure AD, coordination with IT Security
& Compliance, CISO, Audit

AI & automation: AI governance under GxP, EU AI Act,
OpenAI / Anthropic APIs, RAG, agents, voice AI (Twilio,
ElevenLabs), n8n, Make, Zapier, Power BI, SQL

Tools & development: ServiceNow (ITSM), Microsoft 365,
SharePoint, Teams, Jira/Confluence, Git/GitHub, React,
Node.js, Python, PHP, Postgres, Supabase, Azure SQL

PROFESSIONAL EXPERIENCE
Digital Technology Subject Matter Expert (DT SME), GxP environment Sept. 2025 – present
Belgian biopharmaceutical group (global leader), Braine-l'Alleud site · Freelance via Computacenter · Labs, Manufacturing,
Quality, IT Security
Strategic and technical support for the digital transformation of GxP-compliant industrial and laboratory environments
(GP0–GP4 scope).

Digital reference for Labs / Manufacturing / Quality teams: resolution of complex technical and architectural
blockers, tech ↔ business translation, review and validation of development, infrastructure upgrade and
transformation plans; advice to management on emerging technologies and AI.
CSV validation: authoring and management of 15+ GxP deliverables (URS, DCS, CSV strategy, validation plans,
IQ/OQ/PQ), consolidated traceability matrix, harmonised audit-ready IQ/OQ packages, controlled change
procedures and logging.
GP0→GP4 project lifecycle governance: gate definitions, entry/exit criteria, RACI roles, standardised project kits
(project charters, DCS, review checklists).
IT/OT governance and cybersecurity: IT/OT application inventory, flow and dependency mapping, risk/impact
reviews (security, quality, continuity), strengthened network segmentation and workstation/server hardening, clarified
privileged access and periodic reviews; coordination with IT Security & Compliance.
Field workshops with QA, IT Security, Lab Managers and Operations: review of operational pain points (change,
access, deployments, audits), alignment on first-time-right criteria.
Knowledge capitalisation: operating procedures, templates, playbooks, internal training (Knowledge Academy);
progress and quality dashboards (SQL, Power BI).

Environment: ServiceNow / ITSM · Microsoft 365 (SharePoint, Teams) · Azure AD · Jira/Confluence · SQL · Power BI · CSV (GAMP
5) · ISA/IEC 62443 · NIST CSF · internal SOPs.
Client scope and data confidential (GxP). References available upon authorisation.
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Digital & AI consultant: scoping, automation, production rollout 2026
Freelance · services company (Evere) and bailiffs' office (Ixelles)

Scoping then automation of the invoicing process (from timesheets to client approval): shared tracking cockpit,
action log, monthly export, audit trails.
Generalist tooling and automation assignment around accounting: needs, tool selection, integrations.

Voice AI Developer & Consultant, automated appointment booking 2025
Wellcare Medical Center (multidisciplinary healthcare centre), Waterloo · Freelance
Multilingual voice AI system (FR/NL/EN) managing medical appointments autonomously: reduce repetitive call handling
for administrative staff, enable 24/7 scheduling, deliver an inclusive patient experience.

Needs analysis and specification drafting with medical and administrative staff; functional use cases and
conversational scenarios in three languages, voice prompts aligned with medical specialties.
Fully automated pipeline: caller identification, data capture, slot suggestions, confirmation; Twilio voice routing,
custom webhooks, patient database, synced agenda logic.
Patient data security and GDPR compliance by design (health data, consent, logging); user and administrator
guides; user testing and progressive production rollout.

Environment: Thoughtly · GPT API · ElevenLabs · Twilio · Supabase · Google Calendar API · Zapier / Make · Notion AI.

Founder & consultant, digital strategy, automation & AI 2009 – present
Beneloo (freelance) · Belgium · SMEs, start-ups, associations, institutions

200+ web projects built or managed since 2005; 40+ organisations supported: audit, tool selection, implementation,
documentation (guides, process maps, automation blueprints), team training, performance reviews and analytics-
driven iterations.
Custom workflows: quote generation, smart forms, lead processing, task automation (Make, Zapier, n8n, GPT API);
WordPress and React websites, funnels, SEO / GEO, copywriting.
Business creation advisory: business plans, financial forecasts, offer design; continuous technology watch and tool
recommendations. AI Operator since 2019.
Own products in production: Observatory (measures SME visibility across 4 AI engines, frozen and audited
protocol, sampled human validation), Service-Volée (76,000 player profiles, scheduled crawler, Postgres, PWA),
BiblioPulse (personal library, 44M ISBNdb references, AI recommendations), Pulse Noir (community of 2,150
readers, author hub, newsletters, Supabase/OpenAI automations).

Founding president, sovereign digital infrastructure 2026 – present
Singulr ASBL (non-profit), Brussels

Digital commons operated and hosted in Belgium under Belgian and EU law, 100% open-source stack (Git forge,
bulk mailing), an alternative to non-EU jurisdictions (CLOUD Act, FISA 702). Singulr Health 2026 event (ethics and
economics of AI in healthcare, ~50 attendees).

Program Manager, employment liaison & digital process design 2009 – 2011
Mission Locale de Schaerbeek (public employment service), Brussels

Led a digital job-matching platform: tool based on NACE codes and competency frameworks (inspired by IMTB /
Actiris), mapping of hiring needs of 40+ companies (STIB, JC Decaux, Brussels Airport), formalised job-specific skill
sets and corresponding training paths.
Semi-automated pre-qualification process; coordination of trainers and municipal partners; reports, policy briefs and
impact assessments for institutional partners; continuous programme improvement.

Internal consultant, process optimisation & digital tooling 2006 – 2008
Fortis Bank, Litigation & Succession departments, Brussels

Two-year assignment analysing and streamlining operational workflows and internal tools in a regulated banking
environment (AML, records retention): on-site immersion, identification of inefficiencies and documentation gaps,
optimisations to unify practices.
Partnership with IT to align tools with user needs; user manuals, training, change management (feedback collection,
adjustments, progressive rollout); scoping documentation, stakeholder briefings and project reports.
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French teacher & digital innovation advisor 2001 – 2024
Secondary education (WBE), Brussels · dual role: teaching + digital transformation and IT support

Taught French (literature, writing, argumentation); mentored trainee teachers.
Internal digital advisor: tool selection, first-level IT support, liaison with administration; digitised lessons and
resources (collaborative platforms, interactive content), school website.
Integrated AI tools into school operations (planning, content, student monitoring); internal staff training (Office,
EdTech, AI); internal procedures for content, communication and data security; communication campaigns.

EDUCATION
Master's degree in Labour Sciences (training
management and professional transition, project
management), Université libre de Bruxelles (ULB),
2004–2006
A.E.S.I. in French & History (secondary teaching
degree), Haute École de Bruxelles (HEB, Institut De
Fré), 1998–2001
Project Manager certification, Bruxelles Formation,
2008–2009
Continuing education, Solvay Brussels School
(entrepreneurship and digital business)

CERTIFICATIONS
Vibe Coding L5, Lovable (2026)
DigitalMarketer (2016): Customer Acquisition,
Customer Value Optimization, Content Marketing,
Optimization & Testing, Social & Community Specialist
Hootsuite Professional, Social Media Management
(2014)

LANGUAGES
French: native
English: professional (C1), daily working language in
pharma
Dutch: working proficiency (B1)

INFORMATION
Belgian national · Driving licence B
Status: freelance, engagement through an intermediary
possible
Mobility: Belgium (Brussels, Walloon Brabant,
Antwerp), hybrid; remote EMEA possible
Availability: to be agreed, 2 to 4 weeks' notice
Interests: writing (novel in progress), noir fiction, tennis,
hiking
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APPENDIX: TECHNICAL SKILLS MATRIX (SELF-ASSESSMENT)
Rating out of 5: 1 = Poor · 2 = Fair · 3 = Good · 4 = Very good · 5 = Excellent. Grid taken from the intermediary format (August 2025),
updated October 2026.

Governance, compliance & validation /5

CSV validation, GAMP 5, control documentation
(URS, FS/DCS, IQ/OQ/PQ, TM) 5

GxP compliance, 21 CFR Part 11, EU GMP Annex
11, ALCOA+ 5

Project governance (GP0→GP4, RACI, project kits,
SOPs) 5

IT/OT governance & risk (ISA/IEC 62443, NIST
CSF) 4

NIS2, GDPR (health data) 4
AI governance (EU AI Act, validation of AI tools
under GxP) 4

Internal training, change management, Knowledge
Academy 5

Enterprise tools & ITSM /5

ServiceNow (ITSM) 5
Microsoft 365 (Office, Teams) 5
SharePoint 5
Google Workspace 5
Jira / Confluence 4
Trello, Notion 5
Ticketing systems (Zendesk, Freshservice) 5
Power BI (dashboards) 3
Remote control tools 5

AI, automation & productivity /5

AI tools and APIs (OpenAI GPT, Anthropic Claude,
Thoughtly) 5

Agents, RAG, prompt engineering 4
Voice AI (ElevenLabs, Twilio, IVR) 4
Automation (Zapier, Make, n8n) 5
Dev assistants & builders (Lovable.dev, Claude
Code, Codeium, Bolt/Replit) 5

AI productivity (Notion AI, GitHub Copilot,
NotebookLM) 5

Machine Learning 4
GEO / AEO / SEO 5

Security /5

VPN 5
Anti-virus / endpoint protection 4
Access management, privileged accounts, access
reviews 4

Network segmentation, hardening (IT/OT context) 3

Hardware /5

PC 5
Laptop 5
Printers 5
Server hardware 4
Network hardware (routers, switches, hubs) 2

Operating systems /5

Windows 7 to 11 5
Windows XP / Vista / 8 5
macOS 4
Linux 4
ChromeOS 5

Server operating systems /5

Windows Server 2003 / 2008 / 2012 2
Windows Server 2016 / 2019 / 2022 2
Active Directory / Azure AD 3

Networking /5

TCP/IP 2
DNS 2
DHCP 2
VoIP 3

Backup & storage /5

Synology Active Backup for Business 4
Symantec Backup 4
Glacier Archival 5
pCloud 5

Communication & digital marketing /5

Email marketing (Brevo, Resend, Mailfence) 5
Analytics (GA4, Meta Pixel, Search Console) 4
Payments (Stripe) 4
Copywriting, storytelling, user documentation 5
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Development & databases /5

Web development (HTML/CSS, CMS, VS Code) 5
React / TypeScript / Tailwind 4
PHP 4
Node.js 3
Python 3
Java 3
iOS (app published on the App Store, Capacitor) 4
Git / GitHub (CI/CD, Actions) 4
Postgres / Supabase (auth, edge functions,
pgvector) 4

MS SQL Server 3
Azure SQL 3
Elastic Cache 3
Deployment (Vercel, Cloudflare, o2switch, basic
Docker) 4
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