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Our main Activities |

CLINICAL STUDIES PHASE 0 - IV
Planning of clinical Studies

¢ Generating Study Protocol

Design and implementation of Case Report Forms (CRFs)
® Processing of applications for Authorities and Ethical
permissions

MONITORING

e Recruitment and assessment of Study centres

e Initiation of Study centres

e Training of Investigators and their staff

® Monitoring of Study centres

® Source Data Verification (SDV)

Checking of CRFs for Completeness and Correctness

¢ Maintaining communication between Investigators
and Sponsor
e Coordination of Investigational Product (IMP) Flow

Status Reports

AtoZ-CRO GmbH

Clinical Research
Overath/Germany

Our main Activities 1l

PHARMACOVIGILANCE SERVICES

¢ Collecting and analysing of (Serious) Adverse Events

e Reporting of SUSARs

e Training of Investigators concerning (S)AE
documentation and reporting

BIOMETRY

¢ Generation of Data Management Plan (DMP)
¢ Data Processing

* Preparation of Biometrical Report (ICH E9)

COORDINATING OF IITs

MEDICAL WRITING
* Preparation of Final Study Report (ICH E3)

MEDICAL TRANSLATION

Short-term monitoring capacities
available!
Don’t hesitate to contact us.

Phase I-1V Studies

Special Experience:

Clinical Studies with Pharmaceuticals
(in Children and Adults)

Pain

Infectious Diseases

Oncology

Psychiatric and Mental Health Diseases and Disorders
Urogenital System Diseases and Disorders
Digestive System Diseases and Disorders
Respiratory System Diseases and Disorders
Cardiovascular System Diseases and Disorders
Nervous System Diseases and Disorders
Endocrine System Diseases and Disorders
Musculoskeletal Diseases and Disorders

Skin Diseases and Disorders

Eye and Ear Diseases and Disorders

Blood and Lymphatic Diseases and Disorders

Clinical Studies in Parenteral and Enteral Nutrition

Clinical Studies with Radiopharmaceuticals

Clinical Studies with Medical Devices

Clinical Studies with Cosmetics
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