
SIMBEC-ORION
THE BOUTIQUE CRO 
FOR CLINICAL DEVELOPMENT WORLDWIDE



MISSION STATEMENT

We are Simbec-Orion.  An international, full service, 
boutique CRO; growing by bringing together the best 
 possible people, healthcare professionals and drug
developers, from all areas of clinical development.
 
We focus on a defined series of core therapeutic areas, 
where we can make best use of our skills elegantly to 
design, execute and deliver our clients’ clinical  
development needs.
 
We are making Simbec-Orion a highly respected and  
profitable boutique CRO.  We do this by working for our 
clients with excellence, commitment and passion for 
our trade.  We provide an environment in which our 
colleagues can continue to grow and develop.
 
We will always remember that our work leads to the  
improvement of patients’ lives.





WE THINK WITH THE SAME FOCUS 
AS OUR CLIENTS - LIKE DRUG 
DEVELOPERS

OUR GOAL IS TO MEET OUR 
CLIENTS’ ACTUAL NEEDS AND 
NOT SIMPLY EXECUTE A STUDY

SIMBEC-ORION
AN INTERNATIONAL FULL-SERVICE BOUTIQUE CRO

Simbec-Orion Clinical Development is a full-service clinical development division 
of Simbec-Orion. Founded 23 years ago as a European CRO we have expanded, 
through consistent delivery of studies in complex areas. Our operations are based 
in the United Kingdom, France, USA, Germany and Italy. We have operational staff 
across mainland Europe (Western, Eastern & Central) and throughout North 
America.

We have in-depth experience of the most challenging therapeutic areas including oncology, rare 
and orphan diseases, respiratory medicine, dermatology, anti-infectives and vaccines. We are a 
boutique CRO offering a true full service with an international reach, combined with the level 
of quality, flexibility and customer service that you would associate with a company whose 
mission is to;

“Use our skills elegantly to design, execute and deliver our clients’ clinical 
development needs.”

As a client you will benefit from:

Working with a company that has the capabilities of a truly full service, international organisation, with a breadth of 
service, capabilities and expertise not seen outside of the very largest CROs, but with a scale where you matter.

A proven provider offering quality and reliability

A company that is drawing the best in the industry, biopharma and CRO, to ensure we think and deliver like drug 
developers

A lean managerial infrastructure ensuring senior oversight and governance on all the programmes we work on

A company with experience and expertise in working in some of the most complex areas of clinical research

Efficient, nimble and responsive customer care
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Our therapeutic core focus is on Oncology, Rare & Orphan diseases, 
Respiratory Medicine, Dermatology and Anti-Infectives & Vaccines.

Having key foci on Oncology and Rare & Orphan diseases means that we have 
expertise in developing and managing paediatric studies, often involving some of 
the most challenging indications.

Approximately 47% of Simbec-Orion’s clinical 
experience is in oncology. We have delivered 
studies including >5,200 patients in the last 5 
years.

As such, the majority of our staff have 
experience of working in oncology studies, many 
of which have also been considered rare/orphan 
conditions. It also means that we have systems 
and processes designed to meet the needs of 
this challenging therapeutic area.

Our experience in respiratory medicine studies 
has provided us with expertise in conducting 
difficult clinical trials with inhaled drugs via a 
wide range of delivery systems:

Pressurised metered dose inhalers (MDIs)

Breath-activated inhalers MDIs and DPIs

Inhalers with spacer devices

Nebulisers, including Pari e Flow & LC Plus

Over the last 23 years we have established 
and nurtured relationships with networks 
of Rare & Orphan disease opinion leaders, 
investigative sites and patient groups across 
Europe and North America.

We have significant experience in the development and 
delivery of dermatology clinical studies, both from our 
Clinical Pharmacology campus in Wales and across a range 
of tried and tested investigative sites in Europe and North 
America.

We have broad anti-infectives and vaccines clinical research 
experience and expertise; specifically we have recently 
been involved in many studies relating to both prophylactic 
and therapeutic vaccines.

THERAPEUTIC EXPERTISE AND FOCUS...

ONCOLOGY

RESPIRATORY

RARE & ORPHAN

DERMATOLOGY

ANTI-INFECTIVES AND VACCINES
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OUR SYSTEMS AND PROCESSES 
HAVE BEEN DESIGNED TO ENSURE 
RAPID AND EFFICIENT START-UP 
AND CONDUCT OF YOUR CLINICAL 
STUDY

FULL-SERVICE CAPABILITIES
TO SUPPORT ALL YOUR CLINICAL DEVELOPMENT NEEDS

PROJECT MANAGEMENT
Each clinical study is assigned a seasoned project manager who is your main point 
of contact throughout the study and is responsible for driving the activities of 
the Simbec-Orion study team. Our Project Managers are supported by the most 
senior and experienced personnel within the company. This occurs informally on 
an ‘ad hoc’ day-to-day basis and in the more structured setting of monthly Project 
Review meetings.

Our project managers ensure that you have:

 Direct access to them and to all other members of your study team as required.

 – It is important to ensure that regular communication is maintained throughout the  
 entire duration of the project

 Established trial management procedure and processes for rapid study start-up and  
 efficient conduct of your study

 Close cooperation with central labs, data management, IMP management, regulatory  
 affairs etc., to drive your study and keep it on track

MEDICAL MONITORING
Simbec-Orion’s CRAs are based either regionally or in one of our international offices. This approach enables us to 
monitor in more than 20 countries in a flexible and efficient manner.

Our CRAs pro-actively project manage their investigative sites. Working closely with their study Project Manager, 
the monitors develop individual management plans for each of their centres – this includes a site specific 
recruitment plan based on feasibility productive relationships with the Principal Investigator and other key players.
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REGULATORY AFFAIRS
Each clinical study is assigned a seasoned project manager who is your 
main point of contact throughout the study and is responsible for driving 
the activities of the Simbec-Orion study team. Our Project Managers are 
supported by the most senior and experienced personnel within the company. 
This occurs informally on an ‘ad hoc’ day-to-day basis and in the more 
structured setting of monthly Project Review meetings.

STRATEGIC

• Strategic regulatory planning

• Due diligence / Gap analysis

• Technical Advice on Chemistry Manufacturing Control (CMC)

• Preparation and conduct of face-to-face meetings with regulatory authorities

CLINICAL TRIALS APPLICATION

• Preparation, compilation and submission of Clinical Trial Applications

• Management of environmental and viral security approvals

MARKETING AUTHORISATIONS

• Prepare, arrange and maintain Marketing Authorisations (MA) for Medicinal Products (NCE and generics), 
Medical Devices, Orphan Products, Biotech & Advanced Therapy Medicinal Products

• Promotional material development and labelling (User testing)

• Regulatory Compliance

• Mock and Pre-Approval Inspections
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STATISTICS & DATA MANAGEMENT

PHARMACOVIGILANCE

Simbec-Orion’s Clinical Data Management & Statistics Departments are intrinsic in 
the development of elegant solutions to your development needs; whether it is in 
the design of your protocol or the management of complex Adaptive Trials.

Our Statistics team’s goal is to ensure that your study delivers results with 
sufficient power to drive valid conclusions, while using as few patients or subjects 
as is possible. Increasing patient safety as well as controlling your costs. Their critical 
analysis of protocols can pay dividends.

The Data Management team is the ‘boiler-room’ for any study. They will work 
with you to deliver an efficient Data Management Plan. They ensure that the Case 
Report Forms (CRF) and databases are designed and built to exacting standards 
and are fit for your needs.

Simbec-Orion’s team of Pharmacovigilance experts, drawn from CROs and across the Biopharma industry, work 
with you to ensure you have the most appropriate pharmacovigilance, product surveillance and drug safety support 
services for your needs. We work with you to ensure your products are compliant with the latest FDA & EU 
regulations at every stage of your product development lifecycle; from FiH, through clinical development and pre/post 
marketing.

Services include: 
 Safety reporting plan development 
 Integration of all local reporting requirements within your studies 
 Local submissions (reportable cases, DSUR) 
 Support SAE query resolution 
 DSMB development and support
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MEDICAL & TECHNICAL WRITING

Whilst we remain flexible and will work with any systems you require, we selected Oracle the global leader in 
this field as our eClinical partner. Our decision to move to Oracle was taken to ensure we have the best possible 
tools, most commonly used by clinicians, to simply and efficiently manage your studies.

Simbec-Orion assists many of our clients by 
providing stategic support on important aspect 
of their drug development programmes. Such as:

 Regulatory strategy
 Orphan drug designation
 Clinical study design
 Obtaining advice from both EMEA and FDA
 Developing clinical advisory boards

 Selection of optimal countires in which to   
 conduct your clinical development programme

STRATEGIC SUPPORT

eCLINICAL SOLUTIONS

Simbec-Orion’s team of Medical and Technical 
Writers is integrated within the Regulatory Affairs 
Department offering particularly strong expertise 
in complex and medically demanding therapeutic 
areas such as oncology and rare & orphan 
diseases.

Our Medical Writers work in close in association 
with our Project Managers, Clinical Research 
Physicians and Statisticians.

Our services include:
 Investigator Brochures
 Presentation File
 Operating Manuals
 Final Reports
 Expert Report
 Publications

 Rewriting and / or amalgamation of 
 existing Clinical Study Reports

9SIMBEC-ORION



API 5000’S

API 5500

API 4000

API 365

FULL RANGE OF LC-MS & 
IMMUNOASSAY EQUIPMENT

BIOTEK SYNERGY 96-WELL PLATE READER

“37% OF OUR LABORATORY 
SERVICES EXPERIENCE HAS BEEN 
WITH NEW CHEMICAL ENTITIES...

...INCLUDING TRANSFER OF 
TECHNOLOGY FROM PRECLINICAL 

TO HUMAN MATRICIES”

SIMBEC-ORION LABORATORY SERVICES 

Is an integrated element of Simbec-Orion based from the Simbec-
Orion Clinical Pharmacology campus. Fast efficient reliable delivery 
for your complex studies

• Developing and validating complex assays
• Highly selective and sensitive methods
• Supporting all types of clinical study

THE BIOANALYTICAL LABORATORY DELIVERS

RADIOISOTOPES LABORATORY
Our Radioisotopes Laboratory performs 
radioactivity measurements for human 
ADME and mass balance studies. 
Radio-HPLC and LC-MS/MS techniques 
are then used to investigate metabolite 
profiles and to assist the identification of 
putative metabolites.
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SIMBEC-ORION LABORATORY SERVICES
ON CAMPUS CENTRAL PATHOLOGY & BIOANALYTICAL LABORATORIES



 

Dedicated pathology support for clinical trials. Designed exclusively for the biopharmaceutical 
industry with over 30 years of consistent, high quality delivery.

PATHOLOGY EXPERTISE

TECHNOLOGY

Clinical Chemistry 
 
Biochemistry, Immunology, Serology, 
Drugs of Abuse Screening

Urinalysis
 
Routine multi-parameter testing with 
microscopic analysis

Haematology 
 
Full Blood Count with Differential 
Routine and Specialised 
Haemostasis Markers e.g. Thrombin 
Generation Assay

Multiplex Assays 
 
Cytokine Assays

Flow Cytometry 
 
Flow Cytometry - Lymphcyte 
Subset analysis etc.

Laboratory Computer System 
 
Clinical Trial LIMS

Microbiology 
 
Bacteria Identification and MIC 
Susceptibility

Freezer Storage
 
Rees Scientific System Monitoring 
Storage Temperatures i.e. 4C, -20C, 
-80C and Room Temperature

Logistics management

7 day per week analyses

INFECTIOUS DISEASES

RESPIRATORY

REPRODUCTIVE MALE/FEMALE

CARDIOLOGY

ENDOCRINOLOGY

DERMATOLOGY

ONCOLOGY

METABOLISM

IMMUNOLOGY

RHEUMATOLOGY

THERAPEUTIC 
AREA EXPERIENCE

UROLOGY
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SIMBEC-ORION LABORATORY SERVICES
ON CAMPUS CENTRAL PATHOLOGY & BIOANALYTICAL LABORATORIES



 

w w w . S i m b e c O r i o n . c o m

i n fo r m at i o n @ S i m b e c O r i o n .c o m

S i m b e c O r i o n C R O        @ S i m b e c O r i o n          

100 Overlook Center
2nd Floor
Princeton
NJ 08540
USA

Simbec House
Merthyr Tydfil Industrial Park
Merthyr Tydfil
CF48 4DR
United Kingdom

7 Bath Road
Slough
SL1 3UA
United Kingdom

Centre d’Affaires La Boursidière
Bâtiment le Jura, BP 141
92357 Le Plessis-Robinson Cedex 
France


