
Non Interventional Studies

From an operational/data collection point of view, it is critical for 
the success of an Observational Study to design a study based on 
a sound knowledge of real-life processes, anticipating which data 
can be collected, or which data formats are to be expected. From 
the statistician’s point of view, aspects of bias and confounding are 
to be addressed.

While a post-marketing efficacy or safety obligation may call for 
a clinical trial, conducted at GCP trained sites, compliant with 
certain lab procedures and applying full source data verification, 
the assessment of physicians’ and patients rating of a therapy can 
be done in a simple Observational Study at a large number of “field-
based” sites following their normal practise. In this case, it would be 
inadequate, to use the same methods for collecting and analysing 
the data as for a clinical trial.

Success in Non Interventional Studies largely depends 
on the ability to anticipate what can and cannot be 
performed in a routine setting
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The TAKE Solutions 
Advantage

   Experience

    400+ Non Interventional 
Studies overall

    20+ Non Interventional 
Studies annually

   Coverage

    Offerings range from Study 
Setup to Closure

    Wide range of therapeutic 
areas covered, including 
Oncology and Neurology

    Geographical coverage of 
Europe, CIS and Turkey 
with a partner network 
ensuring expertise in local 
Non Interventional Studies 
requirements

   Expertise

     Dedicated Non 
Interventional Studies team 

    CRAs with Non 
Interventional Studies & 
Clinical Trials experience

    Proprietary EDC 
system adapted to Non 
Interventional Studies 
requirements

    Well defined points 
of contact ensuring 
adaptation to different 
sponsor requirements 

   Quality

      > 40 GCP and non-GCP 
Audits since the year 
2000, with no critical 
findings

    BVMA and CDISC member

    Subset of SOPs specifically 
for non-GCP Non 
Interventional Studies

   Flexibility

    Provide customized 
solutions to meet our 
client’s unique needs

Handling of real-life data requires a differentiated approach to 
address the complexities of an uncontrolled environment

GCP rules cannot always be applied in real-life situations as they are 
in clinical trials. As treatment does not follow a unified protocol and 
thus will not be the same across sites or even patients,  inconsistent, 
non-homogeneous and even missing data are the rule rather than an 
exception. This is further complicated by large number of patients, 
issues with patient compliance, inaccurate dosing or application of the 
product, reduced monitoring by physicians and spreading of source 
data across several health care centres. All these factors together make 
it difficult to execute Non Interventional Studies and derive value for 
the sponsor in terms of actionable data and insights.

TAKE Solutions offers clients the benefit of our deep experience with 
Non Interventional Studies

Having conducted over 400 studies, covering a broad range of 
indications and study types, TAKE Solutions offers clients the benefit 
of an experienced partner in Non Interventional Studies. Ranging 
from small (up to 50 patients) to large (over 26,000 patients), our 
Non Interventional Studies cover a wide gamut of functionalities. 
We have conducted all kinds of studies ranging from market 
surveys, to pre-launch screenings, to classical Non Interventional 
Studies, to post-authorisation safety studies, and finally to post 
authorisation effectiveness studies. Thus, we have helped our clients 
collect prospective and retrospective data for marketed products; 
evaluate product effectiveness, patient compliance, patient/
physician satisfaction, etc; identify, characterise and quantify safety 
hazards; confirm safety profile of the product; and even measure the 
effectiveness of risk-management measures.
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We offer our clients the benefit of a highly experienced 
Point Of Contact
All our Points of Contact have worked in the field and have a 
background in GCP. This enables us to deliver at the high quality our 
clients expect. We are also able to cover all aspects of post-marketing 
safety services, including generation of ICSRs, query management, 
ICSR to CA and Eudravigilance, and periodic safety reports. Most 
importantly, having a single Point of Contact provides a smooth 
experience for our clients.

Our proprietary state of the art electronic 
data capture (EDC) platform, exclusively built and proven 
to manage Non-Interventional Studies
Built with inputs from our team of global experts on Non-Interventional 
Studies, the feature rich, user-friendly solution has been optimized to 
handle the unique needs of large Non-Interventional Studies, deriving 
value for the sponsor in terms of actionable data and insights

OneClinical Lite is a fully validated, flexible system that strikes a 
balance between complex functionality of systems supporting clinical 
trials at GCP sites and functionality required for Non-interventional 
studies.

Service Offerings

   Study set-up

    Development of 
observational plan

    Set-up of documents, study 
plans, and procedures

    Study, country, and site 
feasibilities 

    Site identification and 
selection

    Regulatory submissions and 
follow-ups

    Site contracting

    Development & generation 
of CRFs

   Study conduct

    Regulatory setup

    Site initiations

    On-site and remote data 
monitoring

    Site management 

     Vendor management

    Continuous reporting

    Study Master Files 
maintenance

    Regulatory maintenance

    PV services

   Study closure

    Final data cleaning support 
(query management)

    Study, country, and site 
closure procedures

    Final QC of files, archiving, 
and handover

    Regulatory close-out

    Analysis and reporting

    Publications

   Pragmatic handling of large 
Non Interventional Studies 

   Easy to use 

   Option to select only the functions 
needed for Non Interventional Studies 

   Secure role-based access

   Flexible configuration according to sponsor’s needs

   Hosted in Germany

   Dedicated user hotline

   Full audit trail with reason for change

   Fully validated

   Web-based system

I n t e g r a t e d  C l i n i c a l  E n t e r p r i s e
OneClinical Lite

I n t e g r a t e d  C l i n i c a l  E n t e r p r i s e
OneClinical Lite



Team Profile
TAKE Solutions’ team of Non Interventional Studies 
experts are available to discuss your requirements. 
Our team includes project managers, data 
managers, biometricians, project assistants, business 
developers, and a team leader, all specialised in and 
dedicated to Non Interventional Studies.
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About TAKE Solutions
TAKE Solutions delivers domain-intensive services in Life Sciences. In the fast-growing Life Sciences space, TAKE offers 
clients a unique combination of full-service Clinical, Regulatory and Safety services backed by unique technology 
expertise. Our range of services span from clinical trials to regulatory submissions to post-marketing safety, all backed by 
insights derived through proprietary industry networks forums. With a team of leading Life Sciences experts, best-in-class 
systems and processes, and bespoke, industry-specific technology and analytics, TAKE delivers successful outcomes for 
clients. Our global roster of clients includes large and small innovator biopharmaceutical companies as well as generics 
manufacturers. With operations spread across North America, Europe, Asia, and South America, TAKE is a Public 
Company, listed in India on the Bombay Stock Exchange and the National Stock Exchange. Led by a team of industry 
stalwarts and domain experts, TAKE has been growing steadily with FY18 revenues touching INR 15,872 Mn, (USD 246 Mn).
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