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Details of course

Tittle of course: -

DRUG REGULATORY AFFAIRS & INTELLECTUAL PROPERTY RIGHTS
Offered by-

YSPM’s, Yashoda Technical Campus, Faculty of Pharmacy, Wadhe, Satara.
In Association with-

Intellect Institute of Education & Research (IIER)

Approved by —

International Intellectual Property Law Association (IIPLA)

Duration of Course — 3 Month

Other Details:-

e Drug Regulatory Affairs Course provides practical knowledge and hands on training on drug

regulation and registration process.

e |tis a well-known fact that the development of advanced medicines and drugs has been playing a
vital role in the healthcare services and delivery that has made the entire healthcare industry to

grow at a rising pace.

e While the Indian pharmaceutical industry is emerging as one of the fast-growing markets in the

global scale, it is also expanding its export market across the world.

e As a result, there need to be proper regulations for medicines to ensure the quality, safety, and
efficacy of the drugs. Even a smallest of the mistake can end up recalling the product, leaving

several millions at loss for the company.

e This is why regulatory affairs in the pharma industry has a crucial role to play in all phases of

drug development, drug approval, and marketing, in compliance with the norms, regulations, and



guidelines. Regulatory Affairs is highly demanding profession and in future also there will be

high demand of qualified Regulatory Professionals.

Intellectual property rights (IPR) have been defined as ideas, inventions, and creative expressions
based on which there is a public willingness to bestow the status of property.

IPR provide certain exclusive rights to the inventors or creators of that property, in order to
enable them to reap commercial benefits from their creative efforts or reputation.

There are several types of intellectual property protection like patent, copyright, trademark, etc.
Patent is recognition for an invention, which satisfies the criteria of global novelty, non-
obviousness, and industrial application.

IPR is prerequisite for better identification, planning, commercialization, rendering, and thereby
protection of invention or creativity. Each industry should evolve its own IPR policies,

management style, strategies, and so on depending on its area of specialty.

Pharmaceutical industry currently has an evolving IPR strategy requiring a better focus and

approach in the coming era.



Modules of Course

INTRODUCTION:

Module 1- Introduction to Drug Regulatory Affairs, Role of Regulatory Affairs in the Pharma
Industry, Regulation and Regulatory Affairs

Module 2 — The Responsibilities of the Regulatory Affairs Professionals
The Drug Regulatory System in India
Different Drug Regulatory Authorities in world

DRUG DISCOVERY & DEVELOPMENT:

Module 3 - Steps to Market Drug

Module 4 -Investigational New Drug Application (IND)

Module 5 —Regulatory strategies in different phases of Clinical Trials
Module 6 -New Drug Application (NDA)

Module 7 -Abbreviated New Drug Application (ANDA)

Module 8 -ANDA Certification Clauses

Module 9 ORPHAN DRUGS

DRUG APPROVAL PROCESS:

Module 10 Drug Approval Process in INDIA
Module 11 Drug Approval Process IN USA
Module 12 Drug Approval Process IN EUROPE

Module 13 Drug Approval Process IN AUSTRALIA



GOOD REGULATORY PRACTICES(GRP):

Module 14 GRP in details

DRUG REGISTARTION PROCESS:

Module 15 Dossiers

Module 16 ASEAN Common Technical Document (ACTD)
Module 17 Common Technical Documents (CTD)

Module 18 Electronic common technical document (eCTD)
Module 19 Certifications in Pharma Companies

DOCUMENTS REQUIRED FOR THE EXPORT OF PHARMACEUTICAL PRODUCTS:

Module 20 — INTRODUCTION AND DETAILS of documents required

GMP AND GMP AUDIT:

Module 21 Definition of Good Manufacturing Practices (GMP), Premises & Plant layout, sanitization
& hygiene, Equipment’s, GMP documentation, Quality Control, GMP Storage

Module 22 GMP Audit

INTELLECTUAL PROPERTY RIGHTS:

Module 23 PATENTS

Module 24 TRADEMARKS

Module 25 INDUSTRIAL DESIGN

Module 26 GEOGRAPHICAL INDICATION

Module 27 COPYRIGHT

CONTROLLER GENERAL OF PATENTS, DESIGNS, & TRADE MARK (CGPDTM):

Module — 28 CGPDTM Offices & its Functions



INDIAN PHARMA INDUSTRY:

Module — 29 Overview of Indian Pharma Industry

WORK OPPORTUNITIES IN RA & IPRS DEPARTMENT:

Module — 30 Role of RA Professional in Pharmaceutical company, RA Roles in various functions in

an organization, Career Approach towards RA Department, Interview Questionnaire on RA

PRACTICALS:

Registration Guidelines Search, Dossier Preparation, Patent, TM search, Patent Drafting etc
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Srno. Name of Email ID Mobile number

Student/Candidate
1. Jagruti Shivaji Bidgar jagrutibidgar1599 @gmail.com 8459126558
2. Akshay Ramchandra

Yadav akshayyadav24197 @gmail.com 9767322316
3. Miss sheetal kamble sheetalkamble1919@gmail.com 9765659763
4. Renu Chandrakant

Ladekar renuladekarO5@gmail.com 8308343572
5. Arbaj Aslam Tamboli arbajt0707@gmail.com 07057860028
6. Pradeep Sadashiv Khot pradeepkhot1006@ gmail.com 8208099020
7. Anjali Santosh Kolekar kolekaranjali7@gmail.com 9325885670
8. Ajit Jayappa Munje ajitmaunje@gmail.com 7666285623
9. MS. Prabha Rajaram

Dabhade dabhadeprabha25@gmail.com 9011790443
10. Rakesh Rajendra Kamble rakeshkamble416@gmail.com 7744987715
11. Kadam dnyaneshwar

Nanasaheb Kadamdn2529@gmail.com 9404909098
12. | Aditya Chothe adityachothe2002@gmail.com 9403330915
13. | Anjali Prakash kale anjalikale2911@gmail.com 9172754091
14. | Aman Sikandar Nadaf nadafaman7@gmail.com 9175872585
15. | Mangesh Anil Bhutkar mangesh bhutkar@rediffmail.com 9423263907
16. | Lawate Vijay Namdev vijaylawateO1l@gmail.com 8669708749
17. | Raj Mahesh Godse rajgodse2020@gmail.com 8484896565
18. | Aashpak Firoz Shaikh aashshaikh07 @gmail.com 7058500507
19. Bagwan Asiya Salim asiyabagwan04@gmail.com 9112656388
20. | Tabsum naik naiktabsum1@gmail.com 9511929004
21. | Tejaswini Balasaheb Bile tejubile1907 @gmail.com 9146276791
22. Khandaker Pooja Hanmant | poojakhandekar9134@ gmail.com 9730959134
23. Jadhav Prashant Pravin jadhavprashant0908@ gmail.com 7397931036
24. | Ketan Kantilal Potalkar Ketanpotalkar@gmail.com 7558556624
25. Dhanashri Tukaram Jawal dhanashrijawal301 @gmail.com 8605404492
26. Manisha Manik Murgude manisham74@gmail.com 7755912919
27. Shivam Sanjay Bamankar Shivambamankar2019 @gmail.com 8975589069
28. Nawveen Anil Lokhande lokhanden268@gmail.com 8806715962
29. | Aniket Vilas Kumbhar kumbharaniket399@gmail.com 9923376271
30. | Madne Nawath

Dhondiram navnathmadne2001@ gmail.com 7775929375
31. BHOITE SHIVANI

SHASHIKANT Shivanibhoite1101@ gmail.com 07507036707
32. | Anusha rajendra Shelar anushashelar2002@ gmail.com 8652001795
33. | siddhi prakash gole siddhigole99@gmail.com 8975654194
34. | Shinde Pratik Kondiba pratik.shinde04072002 @gmail.com 7841039025
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35. Dhekale Harshada

Mansing dhekaleharshada@gmail.com 9307719388
36. | Akshay Bhagwan Botare akshaybotare1505@gmail.com +919284566377
37. SUNIL SANJAY

DUDHKAWADE dudhkawadesunill@gmail.com 8888093617
38. Shreenivas mohandas patil | Shreenivaspatil2002@ gmail.com 9359783113
39. Pandit Uttamrao Jadhav panditjadhav1031998@ gmail.com 9637571026
40. | Chougule Ranjit Vijay ranjitchougule70@gmail.com 9922883005
41. Patil Pooja Mahesh patilpoojal32000@ gmail.com 7517713788
42. | Awdhut Arun Awate avadhutawate2002@ gmail.com 8080300372
43. Ruturaj Sunil Ghorpade ruturajghorpade 201 9@ gmail.com 9307790804
44, Rutuja Sudhir Patole rutujapatole1998@gmail.com 9960566324
45. | Onkar Lahuji Yadav omkaryadav643@ gmail.com 9765744313
46. Shedge Vaishnavi Suresh Vaishnau.1l1lshedge @gmail.com 9130322955
47. | Miss. Varda Sunil Joshi. vardajoshi99@ gmail.com 7507743689
48. Dhanje supriya vasant Supriyadhanje001@ gmail.com 7058048125
49, Meera Uttam Kamble meerakamble293@gmail.com 8767470218
50. Gawade shubhangi

somnath gawadeshubhangi2000 @gmail.com 9021129599
51. Neha Bhalchandra

Waghmode nehawaghmode75@ gmail.com 7057260042
52. Poonam Subhash Raut poonamsraut2017@ gmail.com 9518708343
53. Pratiksha \ilas jagadale Pratikshajagadale001@gmail.com 8857092107
54, Rushikesh appaso kadam rushikeshkadam367@gmail.com 9370290673




