Faculty of Pharmacy, SSMCH campus, Chromepet, BIHER

ame of the Value added course

CERTIFICATE COURSE IN CLINICAL TRIALS IN INDIA FOR
INVESTIGATION OF NEW DRUGS — VAC20/BP/2023-09/05

Course Code

Course Qutcomes

COo1 Providing the knowledge about the overview of new drugs and clinical
trail rules.

CO2 Learning about good clinical trail practice

Co3 Detailing about NDCT rules.

CO4 earning about the abbrevations

odule I: Course overview of New drugs and clinical trial rules

e Course overview, overview of Indian drug regulatory system. Overview of drugs &

cosmetics Act and rules there under, overview of new drug and clinical trial
rules,2019, pre-clinical data requirements, rules governing clinical trial, phases of
clinical trial, forms, and fees, regulatory pathway and data requirements for

NDCT-2019.

Module II: Import/manufacture of new drugs for conducting CT

® BA/BE study and study centres: Legal provisions. Guidelines to conduct BA/BE

studies, Ethics Committee registration and re-registration. Ethical considerations,
Good clinical practice, Requirements for import /manufacture of new drug/IND for
conducting clinical trials in india , requirements for import /manufacture of new

drug/IND for sale/distribution and unapproved new drug for patients

Module I11: Clinical trial related guidelines(NDCT Rules)

® Important issues, special concerns. Clinical trial related guidelines (NDCT Rules),

content of proposed clinical trial protocol. Content of a clinical trial protocol.
Content of a clinical report. Post marketing assessment and clinical trial

compensation.




Module I'V:

e Common observations during submission of CT/BA/BE protocol. Common

Observations during CT/BA/BE centre inspections. Drugs development process:
overview. salient feature of NDCT 2019(What °s new in NDCT?).
Online submission (CTRI). Tables given in NDCT N2019 and its
content.

Total contact hours: 32

Reference Books

@ httns://edsco.,gov.in/openems/exnort/siteS/CDSCO
WEB/pdf-documents/NewDrugsCl Rules 2019.pdf

e httns://wmw.nebi.nlm.nih.,qov/pme/articles/PMC?034]42/

Course outcome evaluation

Course code Course outcomes Evaluation

Formative Assignments

Providing the knowledge about the overview and
cOl of new drugs and clinical trail rules. communication
skills
Formative
CO2 Learning about good clinical trail practice Assignments and
critical thinking

Formative

Assignments and

CcO3 Detailing about NDCT ruies. .
understanding ,

thinking skills

Formative

CO4 Learning about the abbrevations Assignments and

critical thinking
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FACULTY OF PHARMACY
SREE BALAJI MEDICAL COLLEGE & HOSPITAL CAMPUS
BHARATH INSTITUTE OF HIGHER EDUCATION &RESEARCH

CHROMEPET CHENNALI - 600044

VALUE ADDED COURSE

2022-2023

CERTIFICATE COURSE IN CLINICAL TRIALS IN INDIA FOR INVESTIGATION OF NEW
DRUGS
RESOURCE PERSON DETAILS

iculty Name: Dr.P.K.Anamika,Associate Professor, Department of Pharmacology

ail ID: anamika.pharm@bharathuniv.ac.in

obile: 9500873303
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Date: 06/04/2023

From

Dr.P.K.Anamika
Course Coordinator
Department of Pharmacology
Faculty of Pharmacy, SBMCH,
Bharath Institute of Higher Education &Research,
Chromepet, Chennai — 600044
To

The Dean

Faculty of Pharmacy, SBMCH,

Bharath Institute of Higher Education & Research,
Chromepet Chennai — 600044

Subject: Grand Permission for Value Added Course —CERTIFICATE COURSE IN CLINICAL TRIALS
IN INDIA FOR INVESTIGATION OF NEW DRUGS— Request Reg.

Respected Sir

On behalf of the Department of Pharmacology, we wish to conduct Value added
COUIrSES ON CERTIFICATE COURSE IN CLINICAL TRIALS IN INDIA FOR INVESTIGATION OF NEW DRUGS for Pharmacy
students on 06/03/2023. So kindly permit me to conduct the same. |

COU& CM )




FACULTY OF PHARMACY

SREE BALAJI MEDICAL COLLEGE & HOSPITAL CAMPUS

Ref.No: 071/FCP-VAC/2023

CHROMEPET, CHENNALI — 600044

CIRCULAR

BHARATH INSTITUTE OF HIGHER EDUCATION & RESEARCH

Date: 15/02/2023

Notification for Value Added Courses

Faculty of Pharmacy, Sree Balaji Medical College & Hospital Campus is
scheduled to offer a Value added Course —CERTIFICATE COURSE IN CLINICAL TRIALS IN
INDIA FOR INVESTIGATION OF NEW DpRUGs 06/03/2023 for a period of 12 weeks.
Interested students can approach the Department of Pharmacology and course
coordinator for registration and for further details on or before 03/03/2023

Eligibility — Pharmacy Students

G Apgei

Copy to:

Dean / Principal Office

Registrar

AO College
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COURSE FEEDBACK FORM

Course Title: CQT+FS‘ cade Guite N clmica) "frcﬁig paiee L1 ©F < LTS
 Tada X gnmﬁjaﬁw‘on oa N DY

Name: :D;\{(}j{\a}{ A

Reg No:

Department: p \70\\6 mc‘ﬁ%jy

S.No | Particulars l 1 | 2 I 3 | 4 | 5
(1. Very Unsatisfied 2. Unsatisfied 3. Neutral 4. Satisfied 5. Very Satisfied)
1. | Objectives of the course clear to you i L
2. | The course contents met with your expectations il
3. | The lecture sequence was well planned |
4. | The lecturers were clear and easy to understand ~
S. | The teaching aids were effective Wi
6. | The instructors encourage interaction and were helpful -
7. | The level of the course e
(1. Very Poor 2. Poor 3. Neutral 4. Satisfied 5. Very Satisfied)
8. | Overall rating of the course ] | | | |M

Please give suggestion for the improvement of the course:

Weakness of the Course:

_— e

Strength of the course: i Signature
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