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Regulatory House offers Regulatory and Vigilance

services primarily in the area of:

What we offer:

• Medicinal products
• Medical devices
• Food supplement
• Cosmetics
• Veterinary products.
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Our Service includes: 
• Continuous support and updates depending on EU legislation

• Consultancy

• Legislative Monitoring

• Regulatory and Vigilance service

• Education + Trainings

• Clinical Trials Management

• Marketing + Sales
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Key Features
• Partner/Products/Concept analysis

- Identification of key issues and risks of market entry
- Elaborating of possible scenarios and strategy alternatives

• Quantification of the alternatives
- Value, Time, Risks

• Evaluation of the influence on
- Product definition
- Registration strategy
- Pricing
- Reimbursement
- Follow up procedures
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Regulatory Affairs
Consultancy and RA services in the territories in all EU countries

Strategy, Registration, Notification, Post-registration Maintenance
• All types of procedures for medicinal products (National, CP, MRP, DCP)
• Dossier evaluation/preparation
• Documents/Dossier preparation
• eCTD
• National requirements (Modul 1)
• Submission
• Local contact
• Translation
• Product information maintenence
• Local legislative monitoring

We are able to meet your specific regulatory needs in the whole product regulatory 
lifecycle.
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Text Management
Complies in each country

• Package leaflet, Summary of Product Characteristic , Labelling, Information for Use, Promotion 
Pack

• Harmonization of texts according to:
– Actual QRD format
– Local requirements
– EU reference product (generics)
– Braille requirements
– Mandatory information
– Health claims
– Approved substances

• Mock-up creation

• Translation of texts to all languages

The smooth pass of the texts =
an essential part of seamless market entry
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Complex Regulatory Maintenance
Management

• New application, Variations, Renewal, Up date of notifications
• Communication with authorities
• Sunset clause: monitoring and solving

Regularly Professional maintenance management → 
saved your time, stress, money …
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Pharmacovigilance
• Pharmacovigilance monitoring of the products 24/7/365

- Non-stop services for receipt of adverse events signals
- PHV database
- Literature search service
- Safety studies /clinical trials support
- local safety contact

• Complex  service of EU QPPV:
- Creation and run of the PHV system according to current EU requirements
- Electronic submission of ADRs/AEs
- Compulsory regular PHV training of the stuff
- Electronic submission of product information to EMA database (article 57)
- Documents compilation and maintenance

functional PhV system = safe for your patients
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Other Vigilance Service

• Service of the responsible person
• Continual monitoring
• Local contact 
• Data collection
• Verification and assessment of serious 

undesirable effects (SUE)
• Regularly reporting
• Public information service

– Consultation services for: 
- Patients
- Health care professionals
- Companies

Medical Device, Cosmetics, Food Supplement
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Clinical Trials

All phases of clinical studies
• I, II, III, IV
• Non-interventional studies (NIS)

WHOLE CLINICAL TRIAL service is under responsibility of our affiliate 
REKNOS SCIENCE s.r.o.

http://www.reknos.eu/
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Clinical Trial Preparation

• Feasibility studies, start-up support
• Selection of qualified investigators and trial sites 
• Preparation of study documents (Protocol, Investigator´s Brochures, Informed 

Consent Form, questionnaires, manuals etc.)
• Protocol and medical writing
• Statistical support, clinical trial designing
• Submission to regulatory authorities and ethics committees
• Co-ordination of preparation works, investigator´s meeting
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Monitoring and CT Management 
• Site management, communication with investigators, on-site activities
• Trial monitoring in compliance with Good Clinical Practice (GCP) 
• Data management and statistical data processing
• Identification of changes and evaluation of regulatory aspects
• Supervision of the progress of a clinical trial
• Trained monitors
• Support for fast recruitment
• Ensuring protocol compliance
• Applying SOPs, GCP and applicable regulatory requirements
• Set up of adequate procedures for quality control and quality assurance
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Pharmacovigilance, Risk Management
• QPPV service
• Immediate report of serious adverse events to the sponsor 
• Reporting of SUSARS and all safety issues  to the authorities and ethics 

committee 
• Submission of annual safety reports to the competent authority and the ethics 

committee 
• Transmission of safety reports to the investigators 
• Immediate hazard management
• Risk management plan
• Continuous follow-up and evaluation of risks
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Non-interventional studies (NIS)
Post-Authorisation Safety Studies (PASS)/ Postmarketing surveillance studies (PMS) 

• NIS are designed to ensure that medicinal products are monitored for long-
term safety and effectiveness in Routine Clinical Practice and may be 
initiated, managed or financed by MAH voluntarily, or pursuant to an 
obligation imposed by a competent authority. 

• It means - involve systematic monitoring of medications while they are 
used in clinical practice. Monitoring of medications while used in 
standard clinical practice is in contrast to the controlled settings of 
premarketing trials, in which study conditions are rigorously controlled.
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NIS - Service
• Definition of scientific format of protocols, abstracts and final study report for NIS
• Identification of the Requirements and Key elements
• Creating Guidance on Effectiveness of Risk Minimization
• Establishing monitoring system (GVP)
• Publication of Final Study Report
• Trainings 
• Data Management and Data Collection
• Statistical analysis
• Preparing FINAL Study Report
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Education & Training
Regulatory affairs excellence is mainly driven by knowledge – let´s be up to date 
and learn effectively

• Life Cycle of Products
• Regulatory issues
• Pharmacovigilance training
• Coordination of the clinical trials 
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„All you need is“

Regulatory House!
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www.regulatoryhouse.com
e- mail: office@regulatoryhouse.com

Phone: +420 534 008 067
Czech Republic

mailto:office@regulatoryhouse.com
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