


Why Partner with TMC?

We can help you bring transformative therapies to patients faster

Overcome global complexities to move
forward efficiently and compliantly

Fill key skills and knowledge gaps with
flexible, scalable support

* Global Associates Model
» Agile, scalable worldwide delivery

« Experienced, cross-functional team
« Expert solutions across product

lifecycle framework
« Spanning regulatory, clinical, medical, « Combining global reach with local
pharmacovigilance and quality expertise

Reduce risk in critical partnerships and
have confidence that we’ll deliver

Do more with limited resources (without
compromising quality or speed)

« Proven track record of keeping
commitments

« Exceptional client loyalty

« High level of repeat business

« Strong cultural alignment

« Understand the challenges of doing
more with less

« Tailored approach to maximise your
resources




TMC Pharma Services

Providing end-to-end support — from early-stage planning through clinical execution and commercial launch
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Strategic Support Across the Product Lifecycle

Right solution at the right stage — from early drug development to market access and commercialisation
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TMC Consulting

Expert-led strategic and operational pharma consultancy services

Quality
Management

Regulatory
Support

(D) TMC

Consulting

Medical Services Pharmacovigilance

Access cross-functional expertise
to accelerate your drug
development timeline

Clinical
Development



TMC Consulting

Expert-led strategic and operational pharma consultancy services

PIP, Project Optimus)

AE/SAE/SUSAR/AESI collec| & data processing

protocol creation & writing

Safety surveillance setup activities Key
PV review of SMPs Clinical

Services

Regulatory
Medical plans creation
Medical support on feas Yy

Pharmacovigilance

Medical

Glossary: AE = Adverse Event | AESI = Adverse Event of Special Interest | AOSE = Adverse Outcome of Special Interest | BRADT = Benefit-Risk Assessment Decision Tool | CTA = Clinical Trial Application | FDA = Food and Drug Administration | IND =
6 Investigational New Drug | ODD = Orphan Drug Designation | PIP = Paediatric Investigation Plan | PV = Pharmacovigilance | SAE = Serious Adverse Event | SMP = Safety Management Plan | SUSAR = Suspected Unexpected Serious Adverse Reaction



TMC Clinical

Early-phase clinical development for rare disease, complex oncology and advanced therapeutics

Accelerated
Start-Up

Effective Site
Engagement

Timely & Innovative Patient
Quality Data ]3/ Centricity

Decentralised
Clinical Trials

Risk-Based Quality
Management

DA TMC

Clinical

Conduct seamless early-phase
clinical trials for advanced
therapeutics



TMC Clinical

Early-phase clinical development for rare disease, complex oncology and advanced therapeutics

PHASE 1

8 Glossary: CTA = Clinical Trial Application | DMC = Data Monitoring Committee | DSMB = Data and Safety Monitoring Board | FIH = First in Human | ICSR = Individual Case Safety Report | IND = Investigational New Drug | ( é

MHRA = Medicines and Healthcare products Regulatory Agency | PV = Pharmacovigilance



TMC Commercial

Flexible, full-service drug commercialisation solutions in the EU and UK

Marketing
Authorisation
Holder

Distribution P ¥ @ Medical Affairs

Quality Assurance

Regulatory
Support

D2 TMC

Commercial

Gain EU and UK market access
quickly and confidently

Pricing &

. Pharmacovigilance
Reimbursement 9

Early Access



TMC Commercial

Flexible, full-service drug commercialisation solutions in the EU and UK

Author, review & compilation of MAA/NDA/BLA

Product lifecycle compliance & post-marketing regulatory obligations
PASS/Phase 4 studies medical services support
Labelling & artwork

JCA/HTA/reimbursement
MAH status
Local country registration

Additional risk management materials
PASS protocol creation & regulatory writing

Appointment of local QPPVs

Safety surveillance & signal detection

Key
EAP/compassionate use programmes

Regulator
9 Y Medical affairs consultancy & solutions

Pharmacovigilance
9 Medical information (global) implementation & conductance

Medical " : " 7
EU/UK medical compliance review of materials

Scientific information office implementation & maintenance
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Glossary: BLA = Biologics License Application | EAP = Early Access Programme | HTA = Health Technology Assessment | JCA = Joint Clinical Assessment | MAA = Marketing Authorisation Application | MAH = Marketing Authorisation Holder | NDA = New Drug
10 Application | PASS = Post-Autherisation Safety Study | PV = Pharmacovigilance | QPPV = Qualified Person Responsible for Pharmacovigilance | RIMS = Regulatory Information Management System




Client Testimonials

Your strategic partner in advancing patient health

“Thank you... and I must take a moment and
specifically let you know how well regarded
you are here and how grateful we are to be
working with you.”

COO, Global Biotech Client

“Very happy to have you and the TMC Team on our
side as our partner! This is a really important project
for us, and I can’t think of anyone else I would want in

my corner — thank you!”
CSO, Global Biopharma Client

“I cannot even begin to thank you
for all your hard work over the last
few weeks driving toward DBL.
Every time there seemed to be a
light at the end of the tunnel, we
added another hurdle! You handled
absolutely everything we threw at
you brilliantly!”

Head CPM, Biotech Client




+44 1252 842255

connect@tmcpharma.com

Set up a meeting wit
to learn more abou

-OtH cay
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