
Regulatory Affairs & Life Cycle Management

›  Regulatory strategy consulting and  
project management

›  Development, marketing authorisation,  
post-marketing activities

›  All types of applications (EU, US, RoW)
›  Filing of documentation  

(CMC, technical, clinical, non-clinical)
›  Due diligence
›  Life cycle management

Our services in summary:

Contact
For consultation or further information please contact our experts. 

i.DRAS GmbH  
Fraunhoferstrasse 9 | 82152 Planegg/Martinsried | Germany
Phone: +49 89 2000203-50 | Fax: +49 89 2000203-66 | info@i-dras.com | www.i-dras.com

We stand for international Drug Regulatory Affairs Services and provide individual solutions to support  
your development, registration and marketing authorisation (MA) projects. To do so we accompany our clients 
through all regulatory activities, whether traditional registration, national and international procedures including 
variations and renewals, dossier updates or the extension of pharmaceutical product lines. 

The regulatory services for human and veterinary medicinal products provided by i.DRAS GmbH cover  
the whole product life cycle. These activities range from preclinical development stages to the first submission  
of the MA dossier and post-marketing activities. Our service promotes all types of regulatory activities,  
from investigational medicinal products to full, generic or bibliographical applications to achieve MA for  
new and established drug substances and the corresponding drug products. This includes medicinal products 
containing chemical as well as herbal entities and biotechnological products. Among post-marketing activities we 
provide our expertise for dossier updates, variations, renewals, line extensions and mutual recognition procedures.

Medical devices and drug-device combination products differ in their regulatory requirements compared  
to medicinal products. We help manufacturers to obtain certification for these products as a prerequisite to 
European market access. Clinical evaluation, assessment of biological safety and the collation of technical 
documentation are our particular strengths. Whenever it is necessary to establish whether a product has  
to be regulated as a medicinal product or medical device, we provide our long-term expertise. As expert partners 
we oversee the certification of substance-based medical devices and drug-device combination products and  
all types of due diligence pertaining to dossiers and documents in this context.
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Ruelzheim headquarters  
HWI pharma services GmbH | Rheinzaberner Strasse 8 | 76761 Ruelzheim | Germany
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Regulatory Affairs & Life Cycle Management



Medicinal Products Medical Devices and Combination Products Additional Services

We provide advice on and support all tasks in the context of development, marketing authorisation (MA) and 
maintenance for human and veterinary medicinal products, including the corresponding project management. 
We ensure a smooth and fast MA. 

Apart from the MA of medicinal products our expertise comprises the certification of medical devices.  
We support you in the development and market access of medical devices and combination products.

Consultancy 

The generation of medicinal products requires consolidated 
regulatory expertise and the consideration of corresponding 
requirements from the beginning. We identify the optimal 
strategy for your product. It is our pleasure to consult you  
on the planning and execution of CMC projects, such as  
GMP synthesis and characterisation of drug substances,  
formulation development as well as method and site transfers.

Development 

The submission of clinical trial applications as well as  
the compilation and revision of dossiers for investigational  
medicinal products is part of our competence. For any  
outsourced activity needed, we identify potential partners 
from our network, also for young biotech- or start-up- 
companies without own development resources. 

Marketing authorisation 

Our expertise comprises all types of MA applications and  
procedures for all types of products. We are pleased to  
prepare all necessary documents, including summaries and 
overviews. On your behalf we submit the dossier to the  
competent authority, take care of the procedure management 
and answer queries. 

Demarcation and classification  

You are welcome to benefit from our experience in providing 
expert reports on demarcation and classification to be  
presented to authorities or Notified Bodies. If you wish,  
we also attend your internal discussion and decision-making 
concerning demarcation and classification issues for your 
product. 

Clinical evaluation 

The clinical performance and safety of a medical device is 
evaluated based on clinical data. We prepare the clinical  
evaluation based on both, literature and clinical trial reports. 

Biological safety 

A key prerequisite for the certification of medical devices  
is the assessment of biological safety. We establish this  
assessment or provide a corresponding report on your behalf. 

Risk analysis  

With our knowledge in the field of biological and clinical 
safety, we are able to support you in compiling or updating 
the risk analysis in this domain. 

Technical documentation 

To provide evidence that a medical device meets the basic  
requirements of rules and regulations, we compile, review 
and maintain your technical documentation.   

Pre-submission and scientific advice meeting 

Together with you we evaluate the scope of consultancy  
required, prepare pre-submission or scientific advice  
meetings with authorities, file the briefing package and  
accompany you.  

Gap analysis 

Any documents are prepared, reviewed and evaluated  
by us in terms of regulatory compliance and we compile  
gap analyses. Criteria of evaluation may include internal 
consistency, scientific correctness, regulatory compliance 
or coherence with other documents or modules. We provide 
you with a regulatory assessment of existing deficiencies  
as well as a strategy for rectification. This applies to all kinds 
of documentation (CMC, clinical, non-clinical). 

Due diligence 

Within the scope of licensing negotiations, in case of 
planned purchases or sales of MAs and in financing rounds 
with venture capital providers, we offer to perform the due 
diligence of regulatory documents and dossiers.  

HWI group

Quality management

your success 

is our success

HWI group provides a wide range of individual and  
special  ised services for the pharmaceutical, medtech  
and biotech industries, in particular for drug substances,  
drug products and medical devices. Over the last 25 years, 
our company group has gained a wealth of regulatory as  
well as scientific knowledge and long-term experience to 

Our quality management system meets all requirements 
set by the current DIN EN ISO 9001. To us the continuous 
improvement of our processes is an important step in order 
to meet or even exceed our clients‘ requirements. In this 
spirit we are looking forward 
to proceeding contributing to 
the success of your projects.

support our clients. Our services are divided into  
five business units – Laboratory Services & Quality Control, 
Reference Standard Services, Vigilance & Quality Services,  
API Characterisation & Drug Development and Regulatory 
Affairs Services & Life Cycle Management. 

Maintenance 

The life cycle management of your products is in good hands 
with us. We coordinate and handle renewals and variations. 
As a matter of course the control of deadlines for necessary 
renewals and sunset clause dates is part of this responsibility. 
If you wish, we independently communicate with your  
partners, such as drug substance suppliers and contract  
manufacturers, and connect all activities to your internal 
change control system. We also take over the complete dossier 
management for drug substances and products in their life 
cycle. All texts for medicinal products (leaflet, SmPC, outer 
packaging) are prepared or revised and published in relevant 
media. We check your promotion material for compliance with 
legal requirements. 

Certification 

It is advisable to contact the Notified Body already in an early 
phase of the project in order to ensure targeted and therefore 
efficient development. We offer you our support in contacting 
Notified Bodies, preparing scientific advice meetings, super-
vising the certification process, reviewing your documentation, 
and in the entire development of your product. 

Drug-device combination products 

Drug-device combination products are either governed by  
the rules and regulations affecting medicinal products or by 
those concerning medical devices. This depends on which 
component causes the principal action. Our services cover the 
entire demarcation, development and life cycle of such products,  
ranging from consulting services alone to the compilation, 
editing and assessment of documentations right through to 
expert opinions and biological as well as clinical evaluations  
required to prove conformity. For products that might be  
classified as medicinal products (borderline products), we 
compile position papers on demarcation. 

Devices composed of substances 

Devices composed of substances have to fulfil rules and  
requirements for medicinal products, additionally. Especially 
toxicological and pharmacological aspects have to be regarded  
as laid down in Annex I to Directive 2001/83/EG. We help our 
clients to identify the specific requirements for these products, 
and compile the corresponding documentation.

Expert reports 

We provide expert reports on the quality, efficacy and safety 
of your product or expert opinions for you. In this context the 
experts of i.DRAS GmbH conceive themselves as independent 
partners addressing issues scientifically and in light of the 
existing regulatory environment.  

Adoption of responsibility

Experts of i.DRAS GmbH take on responsibility as  
Stufenplanbeauftragter (§ 63 AMG), safety officer for medical 
devices (§ 30 MPG) or information officer (§ 74 AMG).

Translations 

We gladly translate your specialised texts (English-German/
German-English). 


