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Certificate Course on Clinical Research
A Gateway of Clinical Research industry
(Instructor-led vocational training)

Eligibility: B.Sc./M.Sc. (Chemistry/Microbiology/Life science)/B.Pharm/M.Pharm/Pharm D
/BPT/BHMS/BUMS/BAMS or any other discipline

Course Objectives

To bridge the gap between
industry expectations and
academic outcomes through
vocational training

Aim to create skilled
professionals with practical skills
needed for a successful career

We aim to upskill the freshers by engraving the real-
time practical abilities, enhancing their absorption
towards the clinical research industry.

Wh

CIlantha Cliantha Research a full-service Clinical Research Organization (CRO), provides
Academy comprehensive and integrated offerings in Early Phase (BA-BE & Phase I), Late
Phase (lI-1V), Respiratory, Tobacco Research, Dermatology, Consumer Research,

Research Lab, IVRT, Biometrics, Medical Services, Environmental Exposure
Chambers (EECs).

Cliantha, by leveraging on the depth of experience provides ethical, value added customer centric
services rooted in excellence, thereby enabling clinical development of pharmaceutical, biotech
& healthcare companies.

Cliantha Research is headquartered in Ahmedabad and has expanded its domestic reach with 3
regional offices & has presence in USA (Florida & New Jersey), Canada (Mississauga, Winnipeg &
Scarborough) & Europe (Portugal).

e >18 years of clinical research experience

* Trained >2000 clinical research professional (site staff, EC, sponsors etc.)
« Extensive & intense on-site training

« Industry experts as faculty

» Creative/Interactive content

* Placement Assistance & career counseling



What is Clinical Research?

Clinical research is a branch of healthcare science that determines the safety and effectiveness of
medications, devices, diagnostic products, and treatment regimens intended for human use.
These may be used for prevention, treatment, diagnosis, or relieving disease symptomes. Clinical
Research is conducted on human beings before we get marketing approval to ensure the safety
and efficacy of the drug.

Why should you choose a career in Clinical Research?

¢ Demandis High for Clinical Research
¢ India is considered as a preferred hub for Clinical Trials, therefore there are good
opportunities for career development

The program is designed by industry experts for students and young professionals. The training
provides in-depth knowledge of Clinical Research including a theoretical aspect of the field and
on site practical training.

e History of Clinical Research and Good Clinical Practice (ICH E6R2)

¢ New Drug and Clinical Trial Rules and Good Documentation Practice (GDP)
¢ Workflow of BE Study (Healthy volunteer) and patient based Clinical trial

¢ Clinical trial study design, Protocol, and Essential documents list

» AE/SAE Reporting and Overview of Protocol and Amendments

* CRO/SMO/Recruitment techniques/Retention of patients/Central lab, Local lab

e Orientation on various regulatory Guidelines (e.g. DCGI, EMA, USFDA, NPRA, MHRA, etc.)
e Source Data Review & Verification Practical/Simulation

e Sites discrepancy management, EDC, IVRS, IWRS

e Monitoring and Safety Reporting, Monitoring Visit Reports

¢ Monitoring Informed Consent documents and procedure

¢ Regulatory Compliance and Quality Assurance: Audits and Inspections
Additional Benefits :

¢ Personality development, public speaking and communication workshops

Duration
3 months
¢ Email Etiquette and skill development program

¢ Use of social media for career development
¢ Interview preparation

Career
prospects | N -
. With competitive salaries and a Research Industry outlook, clinical
Wlth research represents a great and growing career choice. If you're
interested in building on the latest scientific research and ensuring
placement novel treatments, and medications are safe and effective, this

assistance might just be the career for you.
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