James Lind Institute

FJames Lind Institute, on recommendation of the Faculty

and on authorization of the Management, has atwarded

Dr. SURUVTHY RS

the Adbanced Postaraduate Diploma in

Pharmacobigilance & Requlatory Affairs

adith all the Bonors, Rights, and Privileges to that

Post Graduate Diploma appertaining.
This twentp-eighth dap of June,in the pear two thousand and twenty one

Award No.: JLI-2021/561-S8S

Dean of the Institute 4 Program Bivector
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JAMES LIND INSTITUTE

OFFICIAL TRANSCRIPT
_ts_wgilata: ~  June 28,2021 — : = Page: — lofi

FULL NAME : Dr. SURUTHY RS AWARD NO.: JLIF2021/561-58

MEDIUM OF INSTRUCTION: English AWARD DATE: June 28, 2021
CATEGORY: Clinical Development Sciences TOTAL PROGRAM CREDITS: 32
TITLE AWARDED: Advanced Postgraduate Diploma in Pharmacovigilance & Regulatory Affairs

MODULE MODULE QUALITY
CREDIT VALUE|  POINTS

POINT VALUE

GENERAL INTRODUCTION 2.7 2.0 54
EPIDEMIOLOGY AND EBM 33 2.0 6.6
PRINCIPLES OF PHARMACOVIGILANCE 23 2.0 4.6
PHARMAGOVIGILANCE & SELECTED SYS. ORGAN CLASSES 3.0 3.0 9.0
PHARMACOVIGILANCE SYSTEMS - 37 3.0 11.1
GLOBAL PHARMACOVIGILANCE AND SAFETY STANDARDS 2.0 2.0 4.0
PHARMACOVIGILANCE REGULATIONS & GUIDELINES 23 20 4.6
PHARMACOEPIDEMIOLOGY 3.0 3.0 9.0
INTRODUGTION TO THE JUDICIAL SYSTEM IN INDIA 33 1.0 33
DRUGS AND COSMETIC ACT AND RULES B 3.0 1.0 3.0
SCHEDULE Y B 3.0 1.0 3.0
INDIAN REGULATIONS GOVERNING CLINICAL TRIALS - 2.7 1.0 27
REGULATORY REGIME IN US ; 23 1.0= 2.3
EUROPEAN MEDICINES AGENCY (EMEA) c 2.0 1.0 2.0
REGULATIONS IN JAPAN c 2.0 0.5 1.0
|IN—VITRO & IN-VIVO PRE-CLINICAL STUDIES 23 0.5 12
|esricacy Topics RELATED To cLINICAL STUDIES 3.0 1.0 3.0
COMMON TECHNICAL DOCUMENT {CTD) E 2.7 1.0 27
{IND & NDA REQUIREMENTS ~ = - 23 1.0 23
CMC INFORMATION 2.3 0.5 1.2
OVERVIEW OF GHTF 1.7 0.5 0.9
|REG. PROCESSES FOR MEDICAL DEVICES & VETERINARY PRODUCT (¢ 2.0 0.5 1.0
BIOSIMILARS EMEA GUIDANGE AND REGULATIONS 3.0 0.5 15
BIOPHARMAGCEUTICAL INDIAN REGULATIONS AND GUIDELINES 1.7 0.5 0.9
REGULATORY STRATEGIC PLANNING, INTERFACING = 0.5 0.9

32 — 870
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Point Value
4.0
. 4.0
Signature of Program Director Inst[tule Seal : 37
= 3.3
Description; ——= = : - 30
3.7 to 4.0: High Distinction — - B 27 =
|27 0 3.6: Distinction ' : 2.3
1.7 to 2.6: Credit . 20
0.7 to 1.6: Pass C- 1.7
0 to 0.6: Fail - 1.3
. = 1.0
!Mm_luh{]ualily Points = Point Value x Module Credit Value - E 07
’GPA = Total Module Quality Points / Total Module Credit Value F- 0

Each program offered by the James Lind Institute is measured in units of credits. Each credit is equal to approximately 20 hours of study ineluding lecture, tutorial, projects, assignment, field work
ete. as may be applicable. The score obtained for each study module is based on the individual scores in tests, i and d as may be apf to the study module.
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