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THE NETWORK
regulanet® is a network of independent regulatory 
consultancies with representation in over 90 countries 
throughout the world. 

Founded in 2001 by Dr. Regenold GmbH, regulanet® offers
services to a wide variety of national and international health
care and pharmaceutical clients. The members of the 
network provide advice and assistance on national and 
international projects and marketing authorisation procedures,
including the decentralised, mutual recognition and 
centralised procedures within Europe.

Please visit www.regulanet.com

Over the years the services offered by members have been 
expanded and now include all aspects of development, 
regulatory and market access in their respective countries.

In addition to founding regulanet®, Dr Regenold GmbH has 
built relationships with several international B2B partners to 
extend the range of services available to our clients.

B2B partners include:
• Contract Research Organisations
• International contract development and manufacturing
  companies
• Analytical experts and laboratories
• Pre-clinical and clinical investigational units and sites
• Bioanalysis, pharmacokinetic & pharmacodynamic
  modeling experts and laboratories
• Market access experts
• Patient adherence experts
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regulanet® provides a range of services both nationally 
and internationally.

regulanet® expertise covers development, regulatory and 
market access. Our aim is to help clients maximise the value
of their product or device throughout its development and 
lifecycle within a constantly evolving regulatory and market 
access environment.

We do this by developing innovative and cost effective devel-
opment and regulatory strategies and solutions, tailored to 
the client, to achieve set milestones and thereby optimise 
regulatory approval and market access. In response to client 
feedback and demand, we have expanded our services 
beyond product development, scientific advice and regulatory
to include Market Access, Portfolio Analysis and Life Cycle 
Management.

Our services include:

• Strategic Advice
• Pharmaceutical Development
• Preclinical Development
• Clinical Development
• Project Management
• Regulatory Strategy & Implementation
• Pharmacovigilance
• Auditing
• Market Access
• Portfolio Analysis & Life Cycle Management
• Due Diligence
• Quality Management

SERVICES
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We can assist our clients in all aspects of development  from 
setting up and managing development plans through to 
preclinical and clinical development and project managing 
the whole process.

Pharmaceutical Development
Our pharmaceutical development team has many years of 
experience in all aspects of development and is able to help 
you with any of the topics listed below:

• Set-up of development plans
• Follow-up and management of pharmaceutical development
• Vendor selection and follow-up of vendors
• Support in GMP requirements for the complete development
  program including those for investigational medicinal
  products and drug substances used in their manufacture
• Interaction with competent regulatory authorities as
  required during pharmaceutical development

Preclinical Development
The preclinical team has long-standing experience in 
preclinical research, toxicology and regulatory and can 
therefore help you with:

• Preclinical development planning
• Preclinical study planning and management, evaluation
  and interpretation of results
• Compilation of the preclinical parts of the CTD
• Compilation of Investigator’s Brochures and IMPDs
• Compilation of briefing documentation for scientific advice
  procedures and discussion of preclinical questions with the
  authorities
• Feasibility assessment & gap analysis for project assessment
• Due diligence for in-licensing candidates
• Identification of qualified service partners, key opinion
  leaders and scientific experts
• Biocompatibility assessment for medical devices

DEVELOPMENT
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Regulatory has been core to our business ever since we 
started 20 years ago, therefore we have an experienced 
team who can help you with any of the topics below. We pride
ourselves in helping clients, not only with strategy, but also
implementation, which is key to successful commercialisation.

Regulatory Strategy & Management of Drug Development
• Provide regulatory advice in the early phases of
  development projects
• Define the product concept
• Interpret regulations and guidelines
• Develop strategies for technical aspects of drug
  development (quality, preclinical and clinical)
• Design and manage drug development programmes
• Determine market access requirements and develop a
  strategy in the early phases
• Identify and manage external resources/experts

Regulatory Strategy
• Evaluate technical data (chemistry/manufacturing,
  preclinical, clinical), to help determine the appropriate
  regulatory procedure and legal status for products
• Pro-actively consult with the regulatory authorities for
  scientific advice (protocol assistance for orphan drugs)
• Arrange and manage scientific advice meetings with
  regulatory authorities
• Propose optimal filing and submission strategy
• Establish frequent contact with regulatory authorities to
  facilitate compliance

Regulatory Management & Implementation
• Clinical trials applications
• Dossier Preparation (CTD, eCTD)
• Translation services
• Submission process
• Liasion with Health Authorities
• Marketing authorisation applications, management of the
  procedure, and Marketing Authorisation holdership
• Post approval maintenance
• Variations, Renewals, Pharmacovigilance, PSURs
• Technical Expert Services

REGULATORY
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By gaining an understanding of clients’ commercial needs, 
the key decision makers and route to market, we are able to 
recommend market access solutions which help our clients 
bring their products efficiently to market.

• Product development strategy
• Liason with the Healthcare Technology Assessment
  (HTA) agencies
• Development of HTA dossiers
• Negotiations with the HTAs and insurers.
• Patient access and adherence programmes 
• Local support for market access through our network,
  regulanet®
• Development of “route to market” solutions for all types
  of products
• Marketing plans including regulatory guidance on branding

Portfolio Analysis & Life Cycle Management
Our portfolio team has over 20 years experience with blue 
chip pharmaceutical companies to help you build and 
manage your portfolio. Through our network of contacts 
and knowledge of available dossiers we are able to provide 
the following services:

• Portfolio and business strategy
• Portfolio analysis, management including process
  implementation
• Product portfolio completion via licensing in/out and
  partnering/gap filling
• Product launch facilitation
• Post launch life-cycle management
• Supply chain management

MARKET ACCESS
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We have expertise in the following product categories 
across our service areas:

• Medicines
• Biologics
• Orphan Drugs
• Medical Devices
• In Vitro Diagnostics
• Combination Products
• Companion Diagnostics
• Borderline Products
• Herbal & Traditional Herbal Medicines
• Food Supplements
• Cosmetics
• Chemicals

PRODUCT EXPERTISE
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All regulanet® members maintain a Quality Management 
System and share a set of common quality standards.

The network developed these standards based on best 
practices in the industry to ensure high-level services and 
provide effective management and communication with our 
clients. As part of regulanet’s continuous improvement 
process, both members and standards are monitored by 
independent consultants.

regulanet® also works closely with strategic partners which 
provide the network with skills and expertise to maintain a 
high level of customer service.

QUALITY STANDARDS
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