
FACULTY: RITUPARNA CHAKI GHOSH
PROGRAM: M. PHARM

Course Code: MPT1064
Course Name: REGULATORY AFFAIR

Suggested Books for the Course (with links):

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

1. GUIDEBOOK FOR DRUG
REGULATORY
SUBMISSIONS

Sandy Weinberg

2.

3.

Supplementary Materials for Reference and Self Study:

Date Module
(as per
Lesson
Plan)

Topic Live
Recording
Link

Powerpoint
Presentation
Link

Supplementary
Notes /
Resources

06/11/2020 - History of drug
regulation

CLICK HERE CLICK
HERE

Click here

07/11/2020 - Significance of
regulatory affairs and
its role

CLICK HERE Click here

13/11/2020 1.a. Master formula record
DMF (Drug Master
File)

CLICK HERE CLICK
HERE

CLICK HERE

CLICK HERE

21/11/2020 1.a. Distribution records
Generic drugs
product development:
Introduction

https://youtu.
be/PY0djl2e
HAE

CLICK
HERE
CLICK
HERE
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https://youtu.be/kv-iGzF_qnQ
https://drive.google.com/file/d/1VsY4HpCrlttX0W6_wBS3CiieeRyeV2PY/view?usp=sharing
https://drive.google.com/file/d/1VsY4HpCrlttX0W6_wBS3CiieeRyeV2PY/view?usp=sharing
https://drive.google.com/file/d/1wzl8AdRQqFZoz8nGjJQqIWEKq_bG8cUf/view?usp=sharing
https://youtu.be/sNdmX4GiuS8
https://drive.google.com/file/d/1VsY4HpCrlttX0W6_wBS3CiieeRyeV2PY/view?usp=sharing
https://youtu.be/di31e4AYsSE
https://drive.google.com/file/d/1ZA6n9BpcZRc6JhXuVx3cBZTGELdU-M68/view?usp=sharing
https://drive.google.com/file/d/1ZA6n9BpcZRc6JhXuVx3cBZTGELdU-M68/view?usp=sharing
https://drive.google.com/file/d/14OxSXPVu0wlk5ug1jeoPe6j1ccIXhbSH/view?usp=sharing
https://drive.google.com/file/d/1Q0kriOrP24qLCDT5XWm7jSA2677Gh97C/view?usp=sharing
https://drive.google.com/file/d/18fTTwrU1wOBRwqnwlvbIx3fSLj3ci8MD/view?usp=sharing
https://drive.google.com/file/d/18fTTwrU1wOBRwqnwlvbIx3fSLj3ci8MD/view?usp=sharing
https://drive.google.com/file/d/1Nk0xEMCFvn0h3gMyrXcUGeZwbVzZMVPS/view?usp=sharing
https://drive.google.com/file/d/1Nk0xEMCFvn0h3gMyrXcUGeZwbVzZMVPS/view?usp=sharing


1.a. Hatch-Waxman act
and amendments

CLICK
HERE

1.a. CFR (CODE OF
FEDERAL
REGULATION)

CLICK
HERE

18.12.2020 1.a. in-vitro Drug product
performance/
in –vivo BE and drug
product assessment

CLICK HERE CLICK
HERE

18.12.2020 1.a. ANDA regulatory
approval process

CLICK HERE CLICK
HERE

18.12.2020 1.a. NDA approval
process

CLICK HERE
CLICK HERE

CLICK
HERE

19.12.2020 1.a. Scale Up Process
Approval Changes
(SUPAC)

CLICK
HERE

19.12.2020 1.a. Post marketing
surveillance (PMS)

CLICK
HERE

22.01.2021 1.a. Outsourcing BA and
BE to CRO

CLICK HERE CLICK
HERE

22.01.2021 1.b. Regulatory
requirement for
product approval:
API, biologics, novel,
therapies obtaining
NDA, ANDA for
generic drugs ways

CLICK HERE CLICK
HERE

CLICK
HERE

CLICK
HERE

22.01.2021 1.b. Means of US
registration for foreign
drugs

CLICK HERE CLICK
HERE

29.01.2021 2. CMC, post approval
regulatory affairs

CLICK HERE CLICK
HERE
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https://drive.google.com/file/d/1t1ZE3_zzWYBmkxLsbANhB9IPVhSTDP2V/view?usp=sharing
https://drive.google.com/file/d/1t1ZE3_zzWYBmkxLsbANhB9IPVhSTDP2V/view?usp=sharing
https://drive.google.com/file/d/1RAeB5Fx0B0buxZJcrGObNFbm8HP1M8ma/view?usp=sharing
https://drive.google.com/file/d/1RAeB5Fx0B0buxZJcrGObNFbm8HP1M8ma/view?usp=sharing
https://youtu.be/H2luQL78QqE
https://drive.google.com/file/d/1o6fQLwf2lqRCCzbMXismNpZ7hlUnp2EP/view?usp=sharing
https://drive.google.com/file/d/1o6fQLwf2lqRCCzbMXismNpZ7hlUnp2EP/view?usp=sharing
https://youtu.be/H2luQL78QqE
https://drive.google.com/file/d/1iTYITx-znFyGTmpzRLKBCOSnIpsGn8Ry/view?usp=sharing
https://drive.google.com/file/d/1iTYITx-znFyGTmpzRLKBCOSnIpsGn8Ry/view?usp=sharing
https://youtu.be/r-yIaVv4Vsw
https://youtu.be/H2luQL78QqE
https://drive.google.com/file/d/1m81HFOXNzqwPBMQZSJEcbTFZ1edMl0au/view?usp=sharing
https://drive.google.com/file/d/1m81HFOXNzqwPBMQZSJEcbTFZ1edMl0au/view?usp=sharing
https://drive.google.com/file/d/1_44mdUxTTdDMwlyi1GXvleF_OgajekgR/view?usp=sharing
https://drive.google.com/file/d/1_44mdUxTTdDMwlyi1GXvleF_OgajekgR/view?usp=sharing
https://drive.google.com/file/d/1axE2o6JoJg3BmAJMXQONn4jdO_MBJMt3/view?usp=sharing
https://drive.google.com/file/d/1axE2o6JoJg3BmAJMXQONn4jdO_MBJMt3/view?usp=sharing
http://www.youtube.com/watch?v=dsFIui0wcB8
https://drive.google.com/file/d/1UXl276-lNMYKj3RqAN9MdSWHZLCU3JTI/view?usp=sharing
https://drive.google.com/file/d/1UXl276-lNMYKj3RqAN9MdSWHZLCU3JTI/view?usp=sharing
http://www.youtube.com/watch?v=dsFIui0wcB8
https://drive.google.com/file/d/1u8Klfn_E_3ccBw7RXn7AbCgst8MWtgqL/view?usp=sharing
https://drive.google.com/file/d/1u8Klfn_E_3ccBw7RXn7AbCgst8MWtgqL/view?usp=sharing
https://drive.google.com/file/d/1F13-qgAd21qmyvR-4MfjvfN1lLPZIa3S/view?usp=sharing
https://drive.google.com/file/d/1F13-qgAd21qmyvR-4MfjvfN1lLPZIa3S/view?usp=sharing
https://drive.google.com/file/d/1MHISpm_rC_FyBZjMNWL8jnbHYe3-FlQ_/view?usp=sharing
https://drive.google.com/file/d/1MHISpm_rC_FyBZjMNWL8jnbHYe3-FlQ_/view?usp=sharing
http://www.youtube.com/watch?v=K8qEoPkWjTc
https://drive.google.com/file/d/19tz4M3ESrteJDUAlEvXlV5bivverxcnR/view?usp=sharing
https://drive.google.com/file/d/19tz4M3ESrteJDUAlEvXlV5bivverxcnR/view?usp=sharing
http://www.youtube.com/watch?v=K8qEoPkWjTc
https://drive.google.com/file/d/1T5i2Jyq0TUDNYMR5Hewclwl3PRwUS4K4/view?usp=sharing
https://drive.google.com/file/d/1T5i2Jyq0TUDNYMR5Hewclwl3PRwUS4K4/view?usp=sharing


05.02.2021 2. Regulation for
combination products
and medical devices

CLICK HERE
CLICK
HERE

05.02.2021 2. CTD and ECTD
format

CLICK HERE CLICK
HERE

06.02.2021 2. Industry and FDA
liaison

ICH GUIDELINES

CLICK
HERE

CLICKHERE

13.02.2021 2 ICH GUIDELINES

Regulatory
requirements of EU,
MHRA, TGA and
ROW countries.

CLICK HERE CLICK
HERE

CLICK
HERE

19.02.2021 3 Non clinical drug
development

CLICK HERE CLICK
HERE

20.02.2021 3 Global submission of
IND

Investigation of
medicinal products
dossier (IMPD)

Investigator brochure
(IB)

IND

IMPD

IB IB

26.02.2021 4 Institutional review
board/ independent
ethics committee:
Formulation and
working procedures

CLICK
HERE

27.02.2021 4 Informed Consent
process and
procedures.

CLICK
HERE

05.03.2021 4 HIPAA- new
requirement to clinical
study process

CLICK
HERE
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http://www.youtube.com/watch?v=M63nCjINNco
https://drive.google.com/file/d/1L7aVWoIkB_K2Tinp4R6EcQ-nTpDVOaj7/view?usp=sharing
https://drive.google.com/file/d/1L7aVWoIkB_K2Tinp4R6EcQ-nTpDVOaj7/view?usp=sharing
http://www.youtube.com/watch?v=M63nCjINNco
https://drive.google.com/file/d/1XXhfgniH8Nauam0UawjxNGnx7uuhTsjq/view?usp=sharing
https://drive.google.com/file/d/1XXhfgniH8Nauam0UawjxNGnx7uuhTsjq/view?usp=sharing
https://drive.google.com/file/d/1wIlojjWCsW8CznlgAXoUWPbqrt_px8sO/view?usp=sharing
https://drive.google.com/file/d/1wIlojjWCsW8CznlgAXoUWPbqrt_px8sO/view?usp=sharing
https://drive.google.com/file/d/1arTWTyu8ndnpFpBUBdpDH5KsY03AfqAB/view?usp=sharing
http://www.youtube.com/watch?v=-nvO3y54OoI
https://drive.google.com/file/d/1OAtWOBaKncV5jjWzbKeg8EKOtabafkLU/view?usp=sharing
https://drive.google.com/file/d/1OAtWOBaKncV5jjWzbKeg8EKOtabafkLU/view?usp=sharing
https://drive.google.com/file/d/1T_0obndfWPuaRc9hw-7UCpZ1KBMRwdMb/view?usp=sharing
https://drive.google.com/file/d/1T_0obndfWPuaRc9hw-7UCpZ1KBMRwdMb/view?usp=sharing
http://www.youtube.com/watch?v=72R88zDsMRE
https://drive.google.com/file/d/1JXdUw-7dHymo4zeVX2OKN34nXMaGWNip/view?usp=sharing
https://drive.google.com/file/d/1JXdUw-7dHymo4zeVX2OKN34nXMaGWNip/view?usp=sharing
https://drive.google.com/file/d/1qTqrXs-9zigWz6NsBgelFcp4AHhD_U8c/view?usp=sharing
https://drive.google.com/file/d/1yoNW-ioyIr74MWOcoXbngU_cFUt05KaE/view?usp=sharing
https://drive.google.com/file/d/1hTkJTRSboArjh9C7hSOTnotleWp9g0gu/view?usp=sharing
https://drive.google.com/file/d/18glq7tY-qrSdJSIzmdOHIkcbuQ7Ba106/view?usp=sharing
https://drive.google.com/file/d/1CxEGqb-j4czl6n-1Hnqa_YP6vPO92yap/view?usp=sharing
https://drive.google.com/file/d/1CxEGqb-j4czl6n-1Hnqa_YP6vPO92yap/view?usp=sharing
https://drive.google.com/file/d/1wuDKjaIJ1dwpZc0eaZhCqRLaqNVDmW4x/view?usp=sharing
https://drive.google.com/file/d/1wuDKjaIJ1dwpZc0eaZhCqRLaqNVDmW4x/view?usp=sharing
https://drive.google.com/file/d/1qRlXtJjxJF-NOgknPv6kLUjAfjHBJNg-/view?usp=sharing
https://drive.google.com/file/d/1qRlXtJjxJF-NOgknPv6kLUjAfjHBJNg-/view?usp=sharing


06.03.2021 4 Pharmacovigilance:
safety monitoring in
clinical trials

CLICK
HERE

CLICK HERE
LINK 2

06.03.2021 4 Developing clinical
trial protocols.

CLICK
HERE
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https://drive.google.com/file/d/150PUlcNeh2Cd7TyRQrOdXsNCHa2xF0bE/view?usp=sharing
https://drive.google.com/file/d/150PUlcNeh2Cd7TyRQrOdXsNCHa2xF0bE/view?usp=sharing
https://drive.google.com/file/d/1dmxAUR72MeO7KahoYhyxgoKVS1HPVcvp/view?usp=sharing
https://drive.google.com/file/d/1b7v4yU_7DR2G4w8o7iXsf9kW0dlnUULY/view?usp=sharing
https://drive.google.com/file/d/1yLTQ_NKnfSZhvRTCKmEzir9iWi6PDzMS/view?usp=sharing
https://drive.google.com/file/d/1yLTQ_NKnfSZhvRTCKmEzir9iWi6PDzMS/view?usp=sharing

