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Suggested Books for the Course (with links):

Sl. No. Book Name, Ed., Vol Authors Weblink(s)

1. FDA Regulatory Affairs

(2013, CRC Press) (3
RD

EITION)

Pisano, Douglas

J.[EDITED BY]

https://drive.google.com/file/
d/1fBGd5azJzHb420t1CET
NsKamkNOJyds_/view?usp
=sharing

2. FDA Regulatory

Affairs_ A Guide for

Prescription Drugs,

Medical Devices, and

Biologics (2003,

Informa Healthcare)

Pisano, Douglas

J.[EDITED BY]

https://drive.google.com/file/
d/12yfanYd2WiYNu1hc2L9t
0sW7umQ2GbhH/view?usp
=sharing

3.
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Supplementary Materials for Reference and Self Study:

Date

Module
(as per
Lesson
Plan)

Topic

Live
Rec
ordin

g
Link

Power
point

Presentatio
n Link

Supplemen
tary Notes /
Resources

Remarks, if
any

22-07-2020 *******

NTRODUCTION TO
PILOT PLANT, RA

AND QMS

https
://yo
utu.b
e/4K
H59
Kub
Drs

https://driv
e.google.c
om/file/d/1i
EF90x0p7
RUyrh75L
BLWeJCzx
BfN50dX/vi
ew?usp=sh

aring

23-07-2020 UNIT-3

RA-
INTRODUCTION
AND HISTORY

OVERVIEW

https
://yo
utu.b
e/Q

MGV
GqG
iNaE

https://driv
e.google.c
om/file/d/1
BVHRsnFo
EJW1ymv

DVC_3svM
xRFEn21m
3/view?usp

=sharing

29-07-2020 UNIT-3

RA-
INTRODUCTION
AND HISTORY

OVERVIEW AND
ROLE OF RA

https
://yo
utu.b
e/L0
mj6i
JEso

c

https://driv
e.google.c
om/file/d/1
e2vJNwO8
oNUAuJu8
7cxVSr9Js

30-07-2020 UNIT-3

REGULATORY
AUTHORITIES AND
RESPONSIBILITY
OF REGULATORY

AFFAIRS

https
://yo
utu.b
e/Kio
iYP6

https://driv
e.google.c
om/file/d/1
e2vJNwO8
oNUAuJu8
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PROFESSIONALS t4rA 7cxVSr9Js
FKJmQzp/
view?usp=

sharing

05-08-2020 UNIT-3

REGULATORY
REQUIREMENTS

FOR DRUG
APPROVAL AND

DRUG
DEVELOPMENT

TEAM

https
://yo
utu.b
e/Au
E7M
VJw
YMo

https://driv
e.google.c
om/file/d/1
nlImag9GG
5a7OhGnD
xdN-NJQIk
3JzjgJ/view
?usp=shari

ng

06-08-2020 UNIT-3

DRUG
DEVELOPMENT

AND DISCOVERY
PHASE

NON-CLINICAL
DRUG

DEVELOPMENT

https
://yo
utu.b
e/w6
B8sp
IFs_

Y

https://driv
e.google.c
om/file/d/1
TBDtRD4Z
ZU9JDdvZ
7iy4qSuAy
wHKeYkF/
view?usp=

sharing

12-08-2020 UNIT-3

NON-CLINICAL
DRUG

DEVELOPMENT

E-CTD

IND-INTRODUCTIO
N

https
://yo
utu.b
e/1L
1Hn
EJc3
0g

https://driv
e.google.c
om/file/d/1
RAvAwfif4
8fk2J48TF
97_vRFkF
WZWvsv/vi
ew?usp=sh

aring

13-08-2020 UNIT-3
INVESTIGATIONAL
NEW DRUG (IND)

APPLICATION

https
://yo
utu.b
e/JFf
4Eq
Hbp
38

https://driv
e.google.c
om/file/d/1
YaH5jj0gxh
bHaWro_2
MWrt_PzF
d2MRNR/vi

https://driv
e.google.c
om/file/d/1
a66_RYlEs
z47v9jF4W
Q0Rwqa8f
TbUDqi/vie
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ew?usp=sh
aring

w?usp=sha
ring

19-08-2020 UNIT-3

IND EXEMPTION
CRITERIA,

INVESTIGATOR'S
BROCHURE(IB) and
NDA-INTRODUCTI

ON

https
://yo
utu.b
e/-u
DGY
OiO
QW
A

https://driv
e.google.c
om/file/d/1y
ESkQkGth
4gKB9SXy
kP8Eb8ca
PZFxuM5/v
iew?usp=s

haring

https://driv
e.google.c
om/file/d/1
N1sOH15I
P20mM5Q
cSugQo0la
YAGyEGtn/
view?usp=

sharing

20-08-2020 UNIT-3

NDA-OBJECTIVES,
FAR,CONTENTS

AND ASSEMBLING
APPLICATIONS

FOR SUBMISSION

https
://yo
utu.b
e/ny
1Zl0
ki7i8

https://driv
e.google.c
om/file/d/1
hPOhgBO
W5BQXKz
6JpOXOhc
rNiDzbOje
S/view?usp

=sharing

https://driv
e.google.c
om/file/d/1r
a86K1IDg
U1iYqae0k
-ZpzKSibI-l
2XX/view?
usp=sharin

g

https://driv
e.google.c
om/file/d/1r
a86K1IDg
U1iYqae0k
-ZpzKSibI-l
2XX/view?
usp=sharin

g

26-08-2020 UNIT-3 NDA –APPROVAL
PROCESS AND BE

https
://yo

https://driv
e.google.c
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