
A c h i e v e  y o u r  g o a l s  i n  t i m e  a n d  
q u a l i t y  w i t h  c o n f i d e n c e

P e r f o r m a n c e  i n  P h a r m a c e u t i c a l  R & D

MAIA Consulting
Clinical Research & Medical Writing

© 2018 MAIA Consulting, All Rights Reserved



One of the keys to successful 
drug development is the ability 
to mobilize the right expertise 
at the right time.

With the exception of very large 
corporations, it is very difficult 
to maintain all the necessary 
expertise at hand for all 
occasions.

Finding the right people at the 
right moment for the right 
period of time is the guarantee 
of a successful development 
program.

In order to support our 
customers in their quest for 
talents at the right moment, 
MAIA Consulting provides ad 
hoc support in a number of 
fields.

MAIA Consulting provides high 
quality services at short notice 
with a focus on confidentiality 
and a sense of urgency.

In which situations will 
you most benefit from 
contracting with MAIA?

• Urgent work that needs 
extra support to be 
completed on time. 

• Works that needs 
specific expertise that 
does not exist in the 
company.

• Important backlog to 
be caught up.

• Non-urgent work that 
does not need to 
occupy internal 
resources.

• Lack of prior 
experience in a specific 
situation.

• Compliance
requirement to be 
fulfilled within given 
timelines.

• Lacking knowledge of a 
specific technical
landscape.

Why turn to the outside for help 
in Clinical Research?
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Who we are

MAIA Consulting was created in 2012 as a spin-off after the closure of the 
Merck Serono offices in Geneva, Switzerland.

We have a robust expertise in Clinical Operations and in the preparation of all 
types of Clinical Regulatory Documents.

We also have a long experience in the selection and deployment of all types 
of enabling technologies in the field of pharmaceutical R&D.

We are experts in Operational Excellence and Performance Management.

For the past six years we have gained additional experience in Consulting 
Services working with small and large biopharmaceutical clients.

• Operational Support

• Medical Writing

• Scientific Advice

• Systems Selection

• Systems DeploymentExpertise & Services
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The levers of your success

• Respond in time to 
customer requests

• Privilege Quality 

• Respect Confidentiality

• Manage Priorities

• Respond to the 
Customer needs with 
appropriate action

• Be dedicated to 
Customer Success

Our Guiding Principles

Timeliness

Quality

Confidentiality

Priority

Responsiveness

Dedication
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At MAIA Consulting we have a long experience of project management in
clinical development and are able to assist with many aspects of clinical trials
conduct from trial design and planning to TMF filing including the use of
emerging technologies such as EDC, ePRO, RBM, endpoint adjudication
platforms, performance metrics, CTMS, EDMS and e-submissions platforms.

Clinical Operations
Project Management
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Our Offering
Ø Clinical Program Management

Ø Trial planning

Ø Concept sheet development

Ø Protocol authoring

Ø IND/CTA preparation

Ø Informed patient consent 
development

Ø Protocol amendments 
management

Ø Trial team training

Ø Data collection (including EDC 
and ePRO)

Ø Endpoint adjudication 
coordination (including e-
Adjudication)

Ø Central monitoring of clinical 
trials (including RBM)

The benchmarks of 
successful Project 
Management 

Meet Timelines

Achieve Quality

Respect Budget

Priority

Flexibility

Satisfaction
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Medical & Scientific Writing
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Regulatory and Clinical Documents
• ICH GCP compliant Clinical Study Reports (CSRs); Phases I to IV
• CSR Synopses for public disclosure
• Study Protocols
• Clinical Summaries and Overviews for EU or US Regulatory Authorities
• Investigator Brochures
• Patient safety narratives
• Patient information including Informed Consent and Patient Brochures
• Pharmacovigilance documents such as PSUR and RMP
Quality Documents
• Standard Operating Procedures (SOPs)
• Instructions for Use (IFU) for medical devices
Scientific and Medical Communications
• Conference materials (Abstracts, Poster presentations and slide sets)
• Manuscripts
• Editorial support
• Journal/conference submission
• Product website content (for both scientific and patient audiences)
• Educational Material for patients, healthcare professionals and 
pharmaceutical industry personnel

• Medical marketing Reviews and Reports
• Literature reviews

Our Medical Writers (internal or partners) have a wide breadth of knowledge
and experience. We work closely with clinical teams to deliver accurate, timely,
and cost-effective documents to the highest ethical and scientific standards.

MAIA’s medical writing services include clinical and regulatory writing,
scientific communications, education material and medical writing consultancy.
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Emerging Technologies
RFP – Validation - Deployment
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Ø RFP Process

• We have developed within the 
framework of DIA a simplified 
protocol for selecting an 
EDMS called “Pocket EDMS”.

• User Requirements 
specifications (URS) for basic 
EDMS functionality and for 
eTMF have been agreed with 
industry and vendors.

• Notation tools are available 
and basic vendor information 
has been recorded.

• With guidance from MAIA 
Consulting, you can quickly 
move through the initial steps 
of selection.

• We will prepare the RFP and 
manage vendor interactions 
for a quick move to the demo 
of functionality.

• The final selection can easily 
be completed using the 
selection grid aligned with the 
URS.

Ø Validation Process

• We recommend a risk-based
approach for the validation 
of cloud-based systems.

• MAIA Consulting will assist in 
auditing the selected 
vendor.

• Using the Pocket EDMS URS 
you can select the key 
features to validate.

• We have created a 
Qualification Document 
based on the Pocket EDMS 
URS to help select the right 
features.

• Validation scripts may be 
provided by the vendors or 
can be developed by MAIA 
Consulting.

• MAIA Consulting will help 
execute the Performance 
Qualification (PQ) steps.

• The PQ report is the 
document most likely to be 
reviewed in case of 
regulatory inspection.
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• Whether working on a clinical 
trial, a regulatory document or 
a scientific publication we 
always make sure to integrate
with the internal teams to 
create a seamless working 
group.

• We take special care in handling 
confidential information shared 
by our clients and follow their 
privacy rules and regulations.

• We regularly complete SOP and 
policy trainings required by our 
customers for external users of 
their systems and information.

• We have received thorough 
training in GCP, Project 
Management, Regulatory 
Writing, 21CFRpart11, chapter 11 
and GDPR.

• We always respond promptly 
and adequately to our 
customers’ requests and 
prioritize our actions depending 
on the urgency of each 
situation. We have always 
delivered our work ahead of 
the agreed timelines.

Working in close proximity 
with our clients allows us to 
build confidence and mutual 
trust. We thus become an 
integrated part of the 
project teams and operate 
seamlessly with internal 
resources.

Seamless Collaboration
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With a strong industry 
experience we help 
biopharmaceutical 
companies overcome 
the hurdles of clinical 
development, meet 
their timelines and 
achieve their 
development goals. For 
a better world without 
disease.

MAIA Consulting
Clinical Research & Medical Writing

Contact
Dimitri STAMATIADIS PhD MBA
Founder & CEO
dimitri@maiaconsulting.eu
Tel: + 41 (0) 79 593 33 24

MAIA is a member of the Drug Information 
Association (    ) and the European Medical 
Writers Association (EMWA    ).
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