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+¢{ Patents )+ +¢  Yde o+

° A p:ttent i: adntexclu§ive l:.gal © o V¥ US NFAHRS a1 1T YRS Pl

right granted to an inventoror . faftre S AfEBR
patent holder for an invention @) . ﬁgﬁrﬁ j:;wﬁ ’ e :Tf‘ ;
that allows them to make, use, . — = - g, Sl 3% by
manufacture, sell, or license the — =8 &3, fAfda s34, 994 a1 Aarsdg A
invention for a specified period \ J , PATE NT ‘ Bl :quﬁ edr 8, U fafera srafd &
of time. \ | foru.

These rights are granted - ‘ p- Y 3fIPR IIHR gRI 39

by the governmentofa ~ \ W% 4 J 291 % we fpu o &,

requirements under

: sl : y BT & ded WHl BIE
patent law. " V‘[ \ MTaLIHAT3N B IR Bl &l
° - o — e— g ol

“=—er— country, provided that the ¢ B | A 4
]_ﬂ ﬂ invention meets all legal alle L — @ nl IH q9rd o snfassr 9

Patent rights are considered @ -~ e 9ce sifgrI i fafere AT
exclusive because no other - - SITdT & R Big 3= aafeh
person can commercially ' Ude gRP Hf geAfd & faar
exploit the invention without 3Tfarsh R &1 Faafiis amN

the consent of the patent holder. . T8l 35T Yebdl.




/ \ % @ AN
+¢ Patent Law )+ +¢{ eE B )+
In India, patents are governed by . gRa § e, e afefSam 1970
the Patents Act, 1970 and its i . : X
amendments. Under this Act, F PATENTS 3R 3 mﬁwﬁ. GRT M B4 €
patent protection is granted for - ACT, 1970 59 3iferfem & sieid, T2 a4,
inventions related to a new ~ ! ufesar a1 fafaafor & a@ 4 defea
product, process, or article of _ B % NTfasBRI aﬁﬁ%zmamﬁmm%
manufacture that satisfy the f St fFrfafaa adel o o o &
following criteria: %

@ * Novelty | (/-> o ddFdT >
@ * Inventive step .:':. o 3faspR®G a9
/ (non-obviousness) " (R-Tqeedn)
* Industrial applicability > o 3teNfis ITuAfiar >
,

.




@ Novelty:

The invention must be
new and not previously
known or published.

@ Inventive Step:

It must not be obvious
to a person skilled in
the relevant field.

| T

[ —
+{ Conditions of Patentability )+

r_@—i

PATENT

capable of being made
or used in an industry.

i @ Industrial Applicability:
uc {@} It must be useful and
J

\ o

®3ﬁa‘rﬁ253qu’rﬁ1ar-
g 3UANT BT I 3R
et 3eT § =10 S ar

39 foby T wem A ey




4 / Procedure for Applying for\) +
J z \

\

Patent Rights

+ The process of obtaining a patent
involves the following steps:

)

@ Filing of Application >

PATENT

.

The patent application is

filed with the Patent Office,
and an application number

is issued on the filing dat

~

?II

' _:’

e.j

(

If there are errors, an

objection letter is sent to

the applicant, who must

reply within the specified time

) LJ\A

»

®)

oITaT g, o 39 Ruffia

Y & W IR AT BT &




< @ Publication of Application >

-

-

After 18 months from
the filing date, the
application is published
in the Official Gazette,
making the details

-~

4

available to the public.

Any person may
oppose the application

following legal

procedures.

7

%

oF
\
A request for

examination must be

made within 36 months

| oFFiCIAL
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A

.
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—

from the filing date.
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3. FIRST EXAMINATION REPORT (FER)
uaH gIteror Ruid (FER)

-

%
1. Examiner issues

the FER listing
objections or
requirements.

WI&d Afadl a1

Q.
CICRIGT KGR

afgd FER SR} &3 g

A

——e—0—

2. Applicant must 3. Failure to
respond within — comply within
oooo ertzzgtalm : s— 9 months results
oo 3 additional b e
oittic - of the application.
HASH B 6 AL A 9 Hel o HieR 3FguTer
IR &1 8 3afy T A W 3Tded
\3qﬁﬁ3ﬁ?a@1§mm%| )L uRieder |IET SO

\




4. GRANT OF PATENT

Ude USHH HRAT

If the applicant
successfully satisfies
all objections, the
patent is granted.

gfe 3mdes gt
3mufaay &1
FHIYT BT g, dl Uee
| e febar S g

J

lﬂﬁ(’qﬁﬁfm,

If not, the
application is
rejected.

| Jrefier & i |
ST gl

5. POST-GRANT OPPOSITION
g UeSH g & Ena fate

Opposition can be filed within one year
from the date of grant of the patent by
any interested party

aﬁéﬂﬁg@-csqa{ﬁézw%qaﬁa?r
fafe @ v auf & iav Aty Sof e gobdr 2
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P

e The validity of a patent is
20 years from the date of
filing of the application.

.

N

J

o~

e [f the same invention is filed
in India within 6 weeks of
filing in another country, the
filing date remains the same.

N

f

5

N
e [f the secrecy directions
under the Patents Act are
withdrawn or become
ineffective. ]

o fopdt 9ce bl derdr
3T I B ht
dariE & 20 a9 gt 2|

J

] <3rqa1?:;

F

o uft @ nfIsHR el 3T |

L dRI& a&l W&t gl

S # SIfEd B & 6 I
& o YRd ¥ SifeEe fasar
ST &, a1 SIfe B Bl

.

I eam——

TMyiaar fAder amuy o foe
ST € a1 3Tt 2 oird £ J




PAYMENT OF RENEWAL FEE

To maintain patent valiaity, the patentee
must pay a renewal fee every year.

Ude i dear 9910 @A & fAT ideyrt &t

Y qY TI=IcpR] Yok bl YA BT I

The fee may be paid annually
or as a lump sum.

Y[e<h T YA it $Y 9 71
UHHed foar o1 e g

ANNUALLY
)

RESTORATION OF PATENT
gdc &l agrel

7

) ) OFFICIAL
PRESCRIBED FEE JOURNAL

from the date of cessation, along with the prescribed fee.
TIHIBIT Yoeh BT YA 7 FIH & HROT 9 FAUA B R,
qeeyrt FaIfed it fafd & 18 welA & faw [Aeifa 3o &

1Y FgTell & folg 3TagA &Y Ghal g A

If a patent lapses due to non-payment of renewal fee,
@ the patentee may apply for restoration within 18 months

The request is published in the Official Journal
for further processing.

3 it wfssan & g 3y snfeepies sHe
5 yafora faar siar g1



IMPORTANCE OF PATENTS

X

1. Grant exclusive rights to
prevent unauthorized
manufacturing, selling, or
importing.

3fdpa Ao, fasst ar smara
ﬁﬁﬁ%fﬁqﬁs’maf‘w
e B &

2. Enable the patentee to
market the product without
competition for a defined
period.

Yoyt & Ry 3afd g
fomr widwef & 3cur &1

(R s A agm e €1

3. Allow legal action against
infringement.

LICENSE

4. Facilitate revenue generation
through licensing or
assngnment

e

.

5. Provide a negative right,
preventing others from
exploiting the invention.

6. Encourage incremental
innovations and technological
advancement.

7. Ensure territorial protectlon—
patents are valid only in the
country of registration.

8. Promote scientific and
industrial progress by
protecting new inventions.

B || Tty || e et || e
3 A
N7 TE PR Fehd | 3 \;mﬁra?r e 8l ) = @ E ) _ dgmEr a8l
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INTELLECTUAL PROPERTY RIGHTS (IPRs)
- ﬁ@as Tuer fdepr (IPRs) —

Intellectual Property (IP) is
considered a form of commercial

enjoyed, transferred, licensed, or
sold by its legal owner.

difgs duer (IP) aiftfeas dufa &1
% WU g, ford 39T ae Wit @i
W G T g, STYANT B bl &, IHDI
ATEAY & bl ¢ AT o9 Al 2 |

property that can be owned, used,

difg® duer 3if9®R (IPRs) e &1
\_

> The legal rights granted to creators,
' Q inventors, owners, or their successors
Q”\ to control the use of such creations

S/ areknown as Intellectual Property
Rights (IPRs).

TATHRI, JfdwpRS!, Wifial a1 396
FARITSBTRAT &t T ITA131 B 3TTNT i
frafda s & forg Qg 7g S sifdsR

J




FORMS OF INTELLECTUAL PROPERTY RIGHTS
difgd duer JfIhRl & FU

1. PATENTS 2. TRADEMARKS
o ¢SHlD

from making, using, selling, or identify and distinguish goods or
importing an invention without services of one company from others.

permission.

, , ceuTe fafere frgw, &M, s an
i i o o o e 213 &, forra SuaT 7 e
Rt a1 s 3 A T RAY ! aegail an arafl B gudl |
IfUHR ugH F¥a & TEa 3 31T B & ferg

T Srar 21

They protect new, non-obvious
products or processes and
encourage innovation by
rewarding creativity and

Trademark protection provides
exclusive rights to use and
safeguard brand identity.

investment. . .

q 97, du1 R-We IATE) aqT ¢SHTS GR&UT §iE Ugd &

ufsarail & vem B § ol ST 3R IHh! grem & ferg
SELLING  IMPORTING  3eTewasar aut a9 & qRegsd fadhy siferpR we Hee g1

ISP TGTEGR B Uedfed e £



FORMS OF INTELLECTUAL PROPERTY RIGHTS

3. COPYRIGHTS

Copyright is a legal right granted to creators of originar
works in literature, art, music, drama, software, and
other creative fields.

foam 7 HIE iR B

> e

It prevents unauthorized copying or reproduction of such works.

78 it Pfadl H sEfeipd Tha a1 FHaGT Bl AT Bl

|

zﬁ@mmsﬁzﬁma;w

4. TRADE SECRETS (&) s
“ mﬁﬁw @ PROCESSES

wfsharg

- METHODS
¥ faferat

i DATA

DESIGNS
COMPETITIVE
ADVANTAGE

Trade secrets include confidential business information
such as formulas, processes, methods, data, or designs
that give a company a competitive advantage.

e Bl | G, ufesard, fafer, 3er ar e St
Tyt aEafde SHeRt MEd gidt 8, St BuAl @l
yfaeaeferes v dt &

—&
These are protected as long as secrecy is maintained.

SIe d MUAITdr 9910 & Sirdl 8, a9 d 3 IRfard 38d ¢




FORMS OF INTELLECTUAL PROPERTY RIGHTS
difgs HUeT

5. FRANCHISING
TSt

‘ . 0N
Franchising is a business arrangement in which a
franchisor grants the franchisee the right to use its
trademark, trade name, and business model for
producing and marketing goods or services.

themgstt &t awg3if a1 Aansif & Ieaare 3R vl &
forw 3rga 2eHTh, AUTRS A1 3R FGH™T Alsd &
YA T AR a1 2|

0
N
@ \\\
TRADEMARK ' TRADE NAME ' BUSINESS MODEL ' PRODUCTION ' MARKETING

W

AfIPRT &S FU

6. LICENSING
ATS O A

" IP OWNER | (ANOTHER PARTY |

Licensing allows the owner of IP to grant permission to
another party to use their intellectual property under
agreed terms.

ATSAAT IP & Tt Bt WA rdl & 3iavid fdt 3= a&r
@I 39T difeged Huar & 3uanT &t IgAfa ¢ & e aArdt 2

/

It supports business expansion, quality improvement,
and market growth without direct investment.

I8 Ut fAder & faar sgaury AR, oradar gur

3R IR gfes & werar &t 2|
h | ® |41 &
A MARKET GROWTH WITHOUT

BUSINESS EXPANSION ' QUALITY IMPROVEMENT

DIRECT INVESTMENT




IMPORTANCE OF IPRs IN THE
PHARMACEUTICAL INDUSTRY

7

m@ﬁmmﬁlPRsm%c—d

PROTECTION OF INVENTIONS

Patents protect new drugs and

manufacturing processes from
unauthorized use.

FfSga 3TarT & TRidd va&d g |

.

ECONOMIC GROWTH & INNOVATION
anfefe fawg vd FaER

Helps recover R&D costs, generate
revenue, and encourage new research.
R&D TITd & HRUTS, TR I~ XA
3R Y AT Bl UicdTied FHea A

TEIIal Rl g |

W

CONSUMER & PUBLIC HEALTH
JUHIRAT U4 Graeifad Wreey
A

| PATENT
| EXPIRY

Supports safe, quality medicines and
promotes price competition after
patent expiry.

RIS U4 TuraaTgol gaTsi &1 YR T g
3R Uee gt & 915 e ufdeaet @t

B 91T ST & |

>

J




EMERGENCY USE AUTHORIZATION (EUA)

TITADIAI JUART WIHEDHOT (EVA)

ﬂ REGULATORY APPROVAL
frame Wil

; . DIAGNOSTIC MEDICAL
MEDICINES : VACCINES 5 TS DEVICES

Medicines, vaccines, diagnostic tests, and medical

devices require regulatory approval before marketing.

garsil, del, AgFe wiaron ik fRifdcar suaon

& faqum A gt e Wil smaws aidt 2|
- INDIA: CDSCO | 5= USA: FDA
| 9TRd: CDSCO | === 3@Rar: FDA

a NORMAL APPROVAL
T i

— =
< =
SAFETY QUALITY

Requires extensive evaluation of Safety,

Efficacy & Quality through preclinical and
clinical trials.

qéﬂzrﬁmaﬁﬁaﬁmqﬂavﬁm
&1, WTaehiNal Qe IOTded] bl ATqh
Hegich ATGTH gl g |

&2&@ ~ihi B

PRECLINICAL CLINICAL TRIALS

>

Full approval is a lengthy and rigorous process,
often taking 4-5 years or more for new
medicines and vaccines.

gof e va walt 3k HSR ufthan ¢,
forg# 1 qansii 3tk &l & foro ur:
4-5 a9 1 39X AfSF 9T hTar B

_.“,,.3,‘\_:;‘\‘ 37 - = == - ~
G AND RIGOROUS PR




NEED FOR EMERGENCY USE AUTHORIZATION (EUA)

3UTABIE 3YANT TR0 (EUA) Bt Tadehdl

PUBLIC HEALTH EMERGENCIES
m‘q‘aﬁ?ﬁ R ardfRfaar

ISsease

Pandemic Outbreak  Life- :lhreatemng

~v

Needed during pandemics, outbreaks,
and life-threatening diseases.

AerRal, usial 3R siAear daflRal
& SRIF SO ATTgEaT gidl 81

" RAPID AVAILABILITY D o)

// o) Makes potentially effective drugs, vaccines, dlagnostlcs &
medical devices available quickly.

Iifaa ®a A wrelt gansit, ¥, Aem areFT vd R
39HUT i ST 3UTTEETr Hrar 2l /)

EVIDENCE-BASED USE
Areg-3menflda 39APT

@ Safety )
B
@ Effectiveness 2

2/
N

Granted when there is reasonable evidence
of safety and effectiveness.

e 3R wraefierar & 3fa e 3uee
219 13 38 Wer fiban s 21

Z

TEMPORARY AUTHORIZATION )

3t 5y

| declared emergency.

, ST et & e A St g A,

Allows restricted use before full approval, only during thj
gifid TITdehIc & SR |




CONDITIONS FOR ISSUING EUA
EUA ST 631 &) o d

FDA may issue Emergency Use Authorization (EUA) when ALL these conditions are met:

" 391 9t ol & 1 8 TR FDA 3MTaTddbieit-l UG WTfeRor (EUA) STRT &Y Wdhdll &:

SERIOUS THREAT
TR @d

The emergency agent can cause
serious or life-threatening disease.

TUTABTA BRD THR AT
STeidl SR 30+ Y Yobdl g

\

g

-

SCIENTIFIC =N

EVIDENCE

. POTENTIAL EFFECTIVENESS

Scientific evidence suggests the product
\ may be effective for diagnosis, prevention,

BENEFITS > RISKS
™ > SifeEw

Known and potential benefits
must outweigh the risks.

7 51 3R T
SifeEst 9 3ifds g Trfgul

-

s

NO ADEQUATE ALTERNATIVE
18 yated faweq &

There is no adequate, approved,
and available alternative 1
medical product. \

P13 U1, Wigd 3R Iuced
Wﬁﬁfmm T8l 21 /




DEFINITION OF EMERGENCY USE AUTHORIZATION‘(EUA))

3UANT YTfErehROT (EUA) bt TRHTT )

a

allowing temporary use of unapproved
medical products or unapproved uses of
approved products during a declared
public health emergency.

&
EUA U a9ty fRames saawn g, st 9ifda
AT Y ATUTABIA B SR
fRif$scar 3warel & 3 3uahT a1
3eUTal & ATdIpd 3T & rgafa St gl

Tempprary
Authorization of approved products

iy

During a declared public health emergency

I E
© EuA (0

0 o

| must outweigh known and

,

Unapproved uses | |

0¥ Ardafas TR AUTdHId & SR

N
Known and potential benefits

potential risks.

4
siTa 3iR donfaa &, sira iR
. #wﬁasﬁ@wﬁﬁmﬁmeﬁﬁmﬁm)

(114

SAFETY IS NOT BYPASSED

&1 DI FeHE! &l DI STt

EUA requires sufficient
safety & effectiveness data. |

| ¢

| EUA & fore gdiiea gen vd

‘ uyraeierar et Ser aas
| B gl

e o

Required trials and "‘
complete data evaluation.

¢
3Maeaad gAY 3R dgof Sar
Hedidd & are &

\ 4

(Full approval is granted only\
after required trials and
complete data evaluation.

P IS
S\ \Wﬂwﬁmﬂm%b
J




CLINICAL DATA REQUIREMENTS FOR EUA
EUA %5 ferq Aerfee ser maeam

PHASE Ill: EFFICACY DATA
TROT |11: IMTGHIRAT 221

EUA can be considered only after sufficient
efficacy data from Phase Il clinical trials
are available.

T Il & AT wteol ¥ gafa
WHTGHTRAT 32T 3Ueiet] 311 & 915 &
EUA R faur fan s aan 21

T[']l

) —C 59—
| V| —
: Ea':::_
il ==

@ PHASE | & PHASE Il: SAFETY DATA

TROT | G AR07 |1: &I a1

PHASEI | PHASEH

_____________________ Q____-________-- asw?

Data from Phase | and Phase Il trials must
also demonstrate acceptable safety.

TROT | 3i¥ =Ro7 || gdeon & ser @
wier gean i wefefa gt arfgg

f[']l =

3 EARLY-PHASE DATA ALONE
IS NOT SUFFICIENT

&ad YRHS TR0T BT 32T
are 8 &

EUA cannot be granted solely
on early-phase data.

hdel TR T0T & 32T & YR W
EUA WgiH &l fdear &1 gapar |

l

J

v

EEIREN I

f
0
i
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MEDICAL PRODUCTS APPROVED UNDER EUA
EUA & 3idita Tigpd fafdcar 3ag

EUA has been used globally for medicines, diagnostics, and protective equipment
during emergencies such as H1N1 (Swine Flu), Ebola, Zika Virus, MERS, and COVID-19.

H1N1 (184 %), gater, et arRe, MERS 3R COVID-19 St simurafefaat &
ER ganai, ﬁmm@ﬁwgmmﬁ%ﬁqﬁqmeUAmmmwél

: (I-SIJVIr::Fln ‘, j [ < Zika Virus] [ o MERS] E

53 COVID-19]

) i
PROTECTIVE
DIAGNOSTICS EQUIPMENT
e | RS IJTHT
EXAMPLES OF DRUGS AUTHORIZED UNDER EUA
EUA a; Jjetd a{filqrd garsfi & SaTET
- .
REMDESIVIR 2 TOCILIZUMAB
IR i
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EUA FOR VACCINES

WRA A APy & faw EUA

In India, the B (under [SLIe]) has granted EUA for several COVID-19 vaccines, including: g
1Rt ¥, (SRR 3 sievr (IR A % COVID-19 A FAe EUA s e &, e enfier & 2

COVAXIN 1

(BHARAT BIOTECH)
Pl (YRT TRACH)

N A For children aged
? 6-12 years
6-12 ad & o=l & e

‘

ZyCoV-D 9

(ZYDUS CADILA)
FASHIa-31 (FATSSH HfEen)

A an For children above
e
TR

AR\

12 years
[ 123 & 3 3R] S el S

J

COVISHIELD ‘

(SERUM INSTITUTE OF INDIA)

Licensed from

AstraZeneca

Wmﬁaﬂ#arsﬁme

r "
s

S —

N

CORBEVAX

Hlddad
For children aged
5-12 years
5-12 a9 & awl & oo ),

A e




EUA IN CBRN AND PUBLIC HEALTH EMERGENCIES
CBRN Qﬁqﬁaﬁa;wmmm@rﬁﬁﬁ EUA

CHEM|CAL BIOLOGICAL RAD|0LOGICAL NUCLEAR INFECTIOUS DISEASE
W OUTBREAKS
/ HHTHP I YPIY

( MEDICAL COUNTERMEASURES (MCMs)
fifécdia ufdvencas U (MCMs)

‘.

In situations involving chemical, biological, radiological, or nuclear (CBRN) threats, as well as
infectious disease outbreaks, regulatory authorities can issue EUA to make medical countermeasures
(MCMs) rapidly available for public health protectlon

IS, Sifds, WEAifciee ar gwHT] (CBRN) @aR} qeIT WshrHes 1T wepral 1 fefaa o,
Wmmwwmﬁﬁvﬁﬁﬁﬁuuﬁnﬂwm (MCMs) &t
ofter SueTetr B 2 EUA ST &2 Aabd & | J




PROCESS OF EUA FOR VACCINES AND BIOLOGICAL PRODUCTS

&l wd Sifdes 3carel & feiw EUA wufshar

PRECLINICAL AND 4 ¥ DECLARATION .,’ REVIEW BY DATA SAFETY 1
CLINICAL DEVELOPMENT \ 2. OF EMERGENCY . 3. ' MONITORING BOARD (DSMB)
-1 ve Aqfe fdwm T HTITASTA B G 31 geen FRr 9 (DSMB) gRT aefen
"/\‘ - . - ‘
- | | PHASE || PHASEN || PHASEM | | | EMERGENCY il
> {lo s | I | i DECLARATION
( e 7| RAR| AN @
= y
P VL /\/J /f ‘ q 1 »
Manufacturers must.complete: | Ry An independent DSMB reviews safety and
; ) _ | A efficacy data during ongoing trials.
Fetfeaif Y Fsfofetey o S ghn: | e T DSMB STt Tteroi & ERr gren aik
« Laboratory research | WTeRTIRAT ST &l Fufter & &
£\ m S | e | | L T T
’ Tietl SIgeer EUA can be exercised only after S —_—
* Animal studies the 90)’6’""‘3"" officially declares manufacturer decides when ES ‘,’é- REELlJJQST
—/ . O3] AT a public health emergency. to submit an EUA request.
P L WHR gRI AfEaia U & u] & YR W
( * Phase |, Il, il
; T o % 12 & EUA &1 Wi EUA 311t al W &1 21
/| o o W@ & %




PROCESS OF EUA: REGULATORY REVIEW TO DECISION
EUA ufshar: fframe witen | folg a@

( REGULATORY REVIEW |
fFrame adtan

Once submitted, the EUA application is
evaluated by experts from:

YR fU ST & a8 EUA 31agH &I
qegi A1 faeiwsit grr fasar smar &:

o Center for
Biologics
Evaluation and
Research (CBER)
— FDA, USA

o ¥ BR

EUA
APPLICATION

Us
(CBER) —
FDA, USA
e CDSCO and
Subject Expert
Committees —
India

e CDSCO Td
R faeiss

-

-}

ADVISORY COMMITTEE MEETIN(D

HellghR Afifd H S5&

FDA convenes the Vaccines and Related
Biological Products Advisory Committee
(VRBPAC) to review clinical trial data and
provide expert recommendations.

FDA Ag1f<ie iieror geT &t guter iR

fadras IR vem &= & fow da=ia
Us Reics TRiiciioime Msaed Ysargont
ao-ﬂ"é’r(VRBPAc a%%aasanﬁrﬁam%l

( EUA DECISION h
\0.) Eun i

Based on scientific evaluation and advisory
committee input, regulators decide whether
EUA criteria are met.
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If satisfied, emergency authorization
is granted.
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Frequently asked questions
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1. Write a note on objective and types of Clinical
Trials.
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2. What is the procedure for grant of Patent in India?
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3. Write the difference between Branded and Generic
drugs.
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4. Explain briefly about the steps involved in Drug
Development Process.
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5. What are the objectives of Patent Act 1970? Write in
short about procedure to get the patent.
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7. Explain the “emergency use authorization”
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8. What is BCS system of classification and explain
various classes in detail.

BCS T 0T UUTTEH! o1 82 S fafHs ot &1 fawar &
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9. Elaborate the new drug development process.
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10. Define patents. Briefly discuss about patent law.
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