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COURSE CONTENT
Unit 1

Introduction ta Ph

armacovigilange
-

History ang development
Importance of safety monitor

moenitoring Programme

» Phurmamvignlance Program of India[FvPI_';
Introduction 1o adverse drug reactions

*  Definitions ang classification of ADRg

* Detection ang Teporting

*  Methods ip Causality assessment

* Severity and seriousness assessment

- Predi-:tahilit}r and Preventability assessmen;

L

Management of adve
Basje terminologies useq in phannamvigﬂan:c

s Tenninulngies of adverse medication related CVEnts
Regulatory lerminalogies

T5¢ drug reactions

L]
Unit 11

Drug and disease classification

*  Anatomieal, therapeutic ang chemical classification of drugs
* International classification of diseases
*  Daily defined doses
* International Non Proprietary Names for drugs
Drug dictionarjes and coding in pharmacovigilance
*  WHO adverse reaction terminologies
* MedDRA and Standardised MedDRA queries
*  WHO drug dictionary
*  Eudravigilance medicinal product dictionary
Information resources in pharmacovigilance
*  Basic drug information resources
* Specialised resources for ADRs
Establishing pharmacovigilance programme
* Establishingina hospital
= Establishment & operation of drug safety department in industry
*  Contract Research Organisations (CROs)
* Establishing a national programm

Unit IT1

Vaccine safety surveillance

* Vaccine Pharmacovigilance

* Vaccination failure

*  Adverse events following immunization
Pharmacovigilance methods

: i . “ports and case serjeDirecto
*  Passive surveillance — Ponaneous rep Gaulam
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i usiness Partners, Healthcare facilities & Media
Unit 1v

Safety datg Eeneration
*  Preclinical phase
Clinical phase
Post approvy) phase (PMS)
ICH Guidelines for Fha.n'numvigilance

*  Organization ang objectives of ICH
*  Expedited reporting

*  Individual case safety reports

*  Periodic safety update TEports

*  Post approval expedited report ng
. ovigilance planning

*  Good clinical practice in pharmacovigilance studies

Unitv

Pharmacogmomics of adverse drug reactions

* Genetics related ADR with example focusing PK Parameters,
Drug safety evaluation in specia population
*  Paediatrics
* Pregnancy and lactation
*  Geriatrics
ClOMS
= CIOMS Working Groups
* CIOMS Form
CDSCO (India) and Pharmacovigilance
* D&C Actand Schedule Y

= Differences in Indian and global pharmacovigilance requirements
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Objectives:

At completion of this paper it is expected that students wil be able to (know, da, and appreciate);

Why drug safety monitoring is important?
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Methods to Eenerate safet
life cyele

Drug safety evaluation jn paedialrics, geriatrics, pregnancy and lactation
rmacovigilance Program of Tndja (PVPI) requirement for ADR reporting in India
ICH guidelines for ICSR, PSUR, expedited reporting, pharmacovigilance planning

CIOMS requirements for ADR reporting 13. Writing case narratives of adverse events and their
quality,

Y data during pre clinical, clinical and Post approval phases of drugs’

b A G

| Component [ Components of evaloataion Nature of exam L
Theory First sessional exam Very short question, short essay
and long essay questions
End sessional exam Very shon question, short essay
and long essay questions
Overall evaluation External exam semester wise Very short question, short essay '
and long L5853V questions

Extract Of College Working Days

Year Maonth No. of Working Days! Mo ol
working Periods
January (]
February 17 |
2024 March 12
April 14 *{
| May | 02 |

Total No of Working Days/ Working Periods: 54

Last Working Day: 04/05/2024
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GAUTAM COLLEGE OF PHARMACY, HAMIRPUR
COURSE: B. PHARMACY

LESSON PLAN
Class: B, Pharmacy 8% Sem
Subject name: Pharmacovigilance (BP-805 T)
Total No. of Lectures: 43
Sr. Nao. Course content Date | Pedago | Assignment Ohjectives and Remark
LA Learning Outcomes \ \
- - rm..—-
1 Unit -1 Introduction to Pharmacovigilance | )= / /{T Handwr | Basie After completion af 6“"“'“ 2
History and development of Pharmucovigilance fen | terminologi | the topic the student
el W el . . |notes  |eswsedin | will undersiand | |
2 Importance of safety monitoring of Medicine :g/cjfw pharmaeasy | about the o .\51'!“'3“'[ ar
WHO international drag maniloring programme L igilance Phormacovigilance :
E Pharmacovigilance Program of India (PvPI) M':" stfiy ::d i,"‘l“'“ drug  § Jp
4 Introduction to adverse drug reactions 15j ;]H Actions EW
Diefinitions and clessification of ADRs i il i
5 Detection and reparting Jq/”/* g Yo 2 L
Methods in Causality assessment : i, T
& Severity and seriousness assessment 17 /el .,Ji Y NiaTL Y
i Predictability and preventabilily assessment 3o foy ig‘“/‘:‘-?"%d_
8 Management of adverse drug reactions 2 r[u’ ey = - W
L mmn@ Pilpgda)
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. b (-3 3
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e —— ] evint :
10 Regulat i i
T 2latory terminologie, Sjepwl |
1 Unit-Jg Drug and diseqs, classification PET/P Afier completion af
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e classification of dry through Will leamn abeyy he
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1—_-_‘___—\—_‘—__—‘_ e s o ey - 13
13 Diily defined doses Ailliney iseases and dryg
Intemational Nan~gmpﬁehlr}' Names for drugs |4 9/" o i :::1;:11: d;ntmnane:l: T"‘d o
14 Drug dictionaries and eoding i i
phurmunvigilnnce
WHO adverss TEBCtion terming]q ies
15— tdverse reantiy, e —
15 | MedDRA and Standardised Meanp 4 weries
— | —-—_.__.____——-_._._,_g____
16 WHO drugs dictionary
- _E_udmvigil!anue medicinal prodyg diction
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Basic dry

Establishing in 5 hospita)
Establishment & operation
department in industry
Contract Research Crganizations {CROs)
Eslablish;jginaﬁonal PIOgTAMmTTIE

Unit 111 Va:cincsal'ct_}' surveillance

Vaccine Phannscnvigifmw&
Vaceination faijure

of drug safety
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E pllal“macwlgi.l:_nn: methods " aut pharmacovigilance,
Passive surveillunce Ao Ly offline pharmacovigilance
—— | Spontaneous reports and case series . methods and
24 Stimulated reporting onling communication in
e Active surveillance — Sentine] sites I+ :’? i e pharmacovigilance
?‘:’—-—_—Dﬂg Event monitoring and registries T
6 Comparative observational studies '
Cross sectional study 1Y k2 Hy
27 case control study and coliort
study, Targeted clinical [€]o3]24
| investipations b4
18 Effective communication in Pharmacovipilance fe J-J L
29 Communication in Drug Safety Crisis ;
munagemnent [€|#3/%4
30 Communicating with Repulatory
Agencies, Business Partners
Healihcare fagilities & Madia
k) | Unit IV-Safety data generation FPT/P Adter completion af
| DT
Pre-clinical phase . DF and the topic the sudent
312 Clinical [Ih.ﬂ.SE will learn ahaout the
Post approval phase (PMS) through T::mH E:ﬁ:ﬁs:; T‘;ﬁ
33 ICH (?uid elines for_ thl!'ﬂm'-'ﬂ"'iﬂilﬂm'-‘ o pharmacovigilance
Organization &nd objectives of ICH offling
34 Expedited reporting i
Individual case safety reporls
3s Periodic safety update reports
36 Post approval expedited reporting
a7 Pharmacovigilance planning




f:.-er . ‘l';.;r‘tr:’d clinical practice in pharmacovigilance ﬂ—;ﬁ_
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a9 Unit V- Pharmaco ics of S
i oo ailverse drug B%T;:Pld Drug safety [ Afer completion of
: : : Jf/w evaluation | the topic the student
If'];n::;in r:::ir:d ADR with example focusing bl through | jn special | will lexrn sbout the
3 ot .
- = , populatien | phirmacopenemics,
40 Drug safety evaluation in special population 12 foe offtine  paedintrics | CIOMS and CDCSO
Pacdiatrics ) :?I mode | prognaney
41 Pregnancy and lactation 8o antd
Geriatrics "f__ lactation
42 CIOMS Geriatrics
CIOMS Working Groups oo f 2y I
CIOMS Form [
43 CDSCO (India) and Pharmacovigilance _ p)i/a /34
44 D&C Actund Schedule Y a.-f/ﬂyw.
A5 Differences in Indian and global i /
pharmacovigilance requirements all sad

Shivani Sharma Assisfant Professor
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[Total No. of Questions - 13] ;%;I Mo. of Printed Pages - 2]

May-24-0090
EPF-BOSET (Pharma covigilance)
B.Pharm. Bth {PCI)

Timo : 3 Hours Max, Marks : 75

;?:& candidofes shall imit thair answers precisoly within ihe paswver
ook (40 pages) issued to them and no supplementancontinuath

fan
shae! will bo issued, e

Note : Seclion A Is compulsory. Attempl any two questians from
seclion B, Atlempt any seven questions from section C.

SECTION - A
{Cempulsory)

1.+ Answer the following queslions In sharl:

Sg]_ Define preventable adverse drug reaclions.
)
‘_Isa—  Define spontaneous reports and case series,
‘.i'g..—nerm the term ‘daily defined dases”, ;

/I',EJ Enlist various adverse cvents following immunizatien.

Enlist mothods of seriousness assessment of ADR,

() Define Haemovigilance and Maleniovigilance.
(¥ Define post-approval expediting reporing.
_;bj Define phenatype and genalype.
(ff  Enlist various fertiary sources of drug information,

{ii-  Define drug safety crisis, (10%2=20)

2 BPANSET

SECTION - O {Long Answir)
2. Dascribe the GCP principles for Phormacowgilancs sludias

3. Desenbo the mothods for diug safely svaluatian in pragnant

}’_,,.- women.,

4. Describa the vanous methods of causally. predictobiity and
‘_,.,-'“ preventabibly assessment of ADR. {2%10=20)

SECTION - € (Short note)

Briclly layout plan and activities of Pharmacovigitance Progeam
of India (PvPI).

G. Describo the establishment and operation of diug safety
deparimant in hospital,

{ i 3 8 e L
{ ,JL— Doscribe the ICH guidelines for pn_:r}gdlr. salaly update reports.
8, -Briefly.d na:g_ﬁhe_-_ﬁf'l_a.t.'li':lr'n\'l:"gl?r'iﬁ';.rpa-p;:uIrr: wnd ehemical
— tasslfication of drugs.
8. Describe the mathods of generating safety dota during elineal
-~ phases of drug evaluation,

{ '1 10, Describe the methods of post-markeling suivellanca,

11. Descrive the need and approach of effeclive communication
in drug salety management.

| jzifnescrihu MedDRA hierarchy system.

CIOMS working group in phannacovigiiance
(T=5=35)

- 13, Describe role

| /,prngmmma.



{Total Mo, of Questions - 13] [Tote! Ha, of Prnted Paacz - 3
Jul-235453
BPELSET (Pharmacovinilanee)
B. Phamm. &th (FCl) J
Wiax. Biorss 2 75

Vs candidates shall imil thofranswers precizelywithin the ansveers

Look (40 pages) Isswed lo them and pa sugplemanansooninusiion
shaat vl bo issued,

Time + 3 Howrs

SECTION &
[Compuisory Queatian)

1. Attempt Al the Questians.
(o) Ghe full form of MadDRA.
(£} What do you understand by Gf’;riatri:a?
[z}  What do you moean by ATCY
(g1 What iz its objective of CIAS i pharmin indusing?

(8}  How active sumveillznce differsmizatad from passive
survsiilanca?

ify  Whal do yau mzan by DEC act?

{g) What is drug adherenca?

{h) VWh=n did pharmacovigilance programma slafl in Incia?
= L[ Write main componenis of Individual casa salely repail

B What are ADRs? (10=2=20)

SECTION - B (Long Answar)
(Attempt eny 2 out of 3 )

£ Write a detailed note on histary and development of
phizrmacoviglianse, ’

i

i3

Z BP-COSET

Vel ars sdverse evenls flloedny Immiunizadon? Hew His
v grartany i Vacelne: Safely Sutveldlanzsa?

Virito-a rlziallad noto safety dats ganemilzn i Glinizal phage
znd prst ooproval phase, 12 10=R0)

SECTION - C (Shor fnswer)
{ddtempt any 7 owt of 5)

Whal i CROT Dlszuss funclienirg of CROS,
itz T gedsil abadl ebjeelives and princinles of MedDRA

Discues the scope of pharmzcovigilance guidelings in
pregnancy and lactztion,

Fiad Wil you cdassify the working groups of CIOME 7

Y dhiaf da yeu dnasw abaut (ICH guideknas for phamacoy zibnes?

. Aftsl do vow mean by erss seciiane! study and cofort study?

. Dimeuss Uie refe of gommunicstion in pharmasavigilance.

Wrils shail pales on Sources of Individual case sal=ty reports,

Dizcuzs Eudravigitance In detail, (Tw5=35)




Question bank of Pharmacovigilance (BP805T)

E"rir;:fu?;'lz'::eﬂzii :Etlii:('lzrmac;wigilance in present scenario.
Write a detail note on WHO inte R it Bnceten .
Discuss the sev;i[: :-rlmg I“te.matmnai drug monltating Progrmme,
o predicébim Sﬂrtzusncsa nss?s‘smcnt of ADR.
Write a note on Hartwi '}: 55 Pfﬂvﬂﬂfubllitflﬂff}nﬁ-
g''s scale and its application.
Role of Pharmacist in management of ADRs.
Explain in detail the structure and function of PvPI,
9. Ellab{}raic the methods in causality assessment for ADR.
10. Give fletailed account on monitoring and reporting system on ADR.
11. Explain the methods for detection and reporting of ADR.
12. Write a note on ATC classification and coding on drugs.
13. Briefly discuss the international classification of disease.
14. Define daily defined dose and international non-proprietary names for drugs.
15. Give account on basic drug information resources and its types.
16. Write a note on specialized resources of ADR with examples.
17. Explain the applications ofMedDRA and standard MedDRA queries.
18. Write a note the scope and development of MedDRA.
19. Discuss in detail about CRO.
20, Outline the features of Eudravigilance-medical product dictionary.
21. Explain the minimum information to be furnished in case reporting form.
22. Explain the drug dictionaries and coding in pharmacovigilance.
23. Write in detail about various resources in pharmacovigilance.
24. Elaborate the establishment of pharmacovigilance program in hospital.
25. Discuss in detail about establishment and operation of drug safety department in

pharmaceutical industry.
26. Explain how an effective co
27. Differentiate between passive survei
28. What are observational studies? Expl
29, Discuss the role of regulatory agencies in pharmacovigilance?
30. Write a detail note on WHO international drug monitoring Programme?
31. Describe the organization and objectives of International Conference on Harmonization.
32, Describe different factors affecting placental transfer of drugs. What are the various quality
measures of drug prescribing in geriatric patients? Write in brief the drug safety evaluation in

pediatric patients.
33. What do you mean
Post marketing surveillance

pharmacology.
34. Discuss in detail ab

Thalidomide and Sulphanilamide tragedy?
35, Write a short note on Qtimulated reporting, Registries zmdd
pirect

Gaul

R T

o

mmunication in pharmacovigilance is established?
llance and active surveillance?.
ain cross sectional study with an example?

Write different criteria of

by MedDRA? Explain in detail with its scope?
t available for safety

(PMS). Mention different types of

out the history and development of hilance with the help of




36.
3T,

38.
39.
40.
41.
42.
43.
44.
45.
46.
47.
48.
49.

Write a short note on Cross- sectional study, case control study and cohort study.

llustrate the Vaccine Safety Surveillance alongwith different types Pharmacovigilance method
used for passive and active surveillance.

Define vaccine and Explain reason for vaccine failure.

List out factors affecting adverse effect of the vaccine.

Discuss PSUR.

Write about UMC.
Write about ICSR.
Illustrate the organization and objectives of ICH. Write ICH guidelines for expedited reporting.
Explore the pre-marketing and post-marketing clinical trials.

What isthe role of CDSCO in pharmacovigilance.

Discuss about drug safety evaluation in geriatrics and pediatrics population.

Discuss about drug safety evaluation inpregnancy and lacfation.

Define CIOMS and explain CIOMS working

Explain genetics related ADRs with example.
Diractt

————



_
Eulrjl.*l.F.’!Ttm*dfﬂH' i?ﬂ!nn g:;ﬁltyﬁgr” ﬂﬁdﬁmﬂ g::::;?qré’-? """"""""" :
-
1-2-1-3 AER l“ ol =] (@ - 0] 19]20] 24 22 :-4;!: ==
Date (Vi [Pr) ot l%_”u“ vA7AyAvA ,ﬂ@i?ﬂ%f’i’i%ﬂh vAVAY
f .‘ LITIF —— || i J-r
(51,40, | Rall No. any ... ; _\,
Danizannz | Kave Ll r 2 s gy |a | £l 21919 Ual sl iz sdis |
'j‘?:mm&ﬂﬂzg J) L1 i3 |y |y |y |5 |6 |3 31319 '_J-_Q_HHI?HMf
| 03 Daaprsiends L arma |1 111213 [z |0y |5 1516 (F 18} qlel lnjralisls
fa L] Joal s el s O 1213y lslaiF (31814 e NN AN EA LSRN
il aLIn#a0k | Bk |t |2 |2 lzlulclcla|2]18]919 Jeln iz iz i3
pE  200M3M¥0F tme v |2z lyly|sis If 13 |5 9| Jal 1o pi2
0F  IPatssrano] gema_ Q11 12 12 135 | |5 i5 |€13 1318 | (919 110l eab lealis. p
AF  Deafipseges i fy prma L} 12 13 9 1 08 |4 |7 1819 |9 el | plr2liz{mimichee e vl gl
ni_ alsisod [ pl212 (3 4 {Hlslglz1819 |2 i Lo bizli2 ha Ll eslis Lrdialielia
o | __ﬁj_.fén_v_mp 1l lzlzlais ez el |a el Tyl lanalmldele lizlislialn
|y Daonzamels aj_?ZElu, oll b lotzl<slvlslalal g9} [9hal whializ|sslosleliclisliilis
ﬂﬂﬁL_gx : - il lzlulsidla 12l8l9 bel Tinboidueliz lizlielicleclielialiolis
13 beozsiaraf. 11213y le e 1712 12 FWelier Inlialpylralylesdalselial izl mlin
_il_*f_j.t'-‘lf.IJHﬂfL.i?m Ba !, ;,’,” J 219 gyl A1 181319 o) |o{pbalializl bl ezl gl
_.Li'_lmfssﬂﬂii.ﬁ Lfalz luls l€le3 121919 Ua | Tyl el 1bzdin
_if_wﬂffdﬁiﬁhz.ﬁn ol 1) 12 1z 13 |4 155 (8 B lo| Lllir—iplh'”lil'
_L;i__.h:afmm L2 1z lyls |g171a1919 |taltel |Plipijzimipy 11120
_L.L:amnm pt2le 13 iy e 16 le (319 19 oy ihi1y2]y3 rsm.ru J!.’HJL Hm 1
pl2 1213 |4 |15 |5 [£1F1219 /0l urrnmﬂ;i g 11
.:lz,a :E; ﬂmm |12 (304 1S W12 1% 1819 Yo lte 1ul1211z1)3 |1y m;_; H’r Je
_,,2;__,__,2&:-133;& L2 31y 1S 1€ 19 18 19 Mo lje s, bl lch z 1.ra12r
ZT 2. fj Ld2 1313 |9 1€ 1 1F1aF Lielfe)|nlip Hhsmuqf?‘,jur'ﬂmﬁ
23 mmz:h, A 5“,, 1213l lsls [¢ (¢ w8 ?"JQ_l.m,J PP PEs I RS AT
24 zeniasrnzs  Mahend, o {1112 sz lulslele 17 g | le Tl ] ';5.w1rr RN
I ovt3ziserd Man 3loiuis (£1Fgl191e [l yhsisls ‘irff.lﬁifiulr?dff“.i
Mmﬁfﬂ&ﬂaﬁ 2 131915 1§ 1€ 171819 19 villoluhizln %Btmﬁﬁurrfﬂ
i....,zﬂ'ﬂf—*sf."ﬂlﬂﬁﬂf{. B 3y |5 E T 19 |19 al/e .u"-’]!]_']___]'j_]'j july 'ﬂlllf lL1 Thio i) (4
2 2opizsimorn) Mo ken 11 1213 [y |5 10 1c 13 1819 |0 ;nh'lu_ﬂu_@ﬂ{;; 12 %F
9 besrssmazr! Maveen Shume 1o 11 12 1313 {4 [ ¢ (71819 [Jol n rznmmf /f{ 26
0__bostssmaszi Milike kumawi 1o 1112 |2.03 [4 15 5 1¢ T3 aéy}[g 08119
3 §/,.-y VWM%;}Y@:} WWW |Wyﬂﬁ¢/m¢ Fres F mm-.
Di cum Principal
Gautam College of PRETTEEY

Harirpur {H.P




Bt o ST

A

-

LT

AL

-

25| 26 27 23.29\30[31 32] 33

T

£

uﬂ /Jr%ufm\l%l\"/{vﬂ AT

7ﬁ7 7

|
111\_\\\H

—

e
£

hﬁ 1 1 an

VAVATA

{al2d 2d 21122 [ s2ubaclae

mql?r! ol o122 zlanlaging

J3L1 3g 35_131_

—

q el

[l alal otz i o2
:1'—;*\;‘;\;1@1\;;\;.4;&?3’&5

SJ_Lll.I.k

¢ zalzl\?z 24 ;_I?lr A lﬁ‘lﬂ_\}ﬂlﬂ o |

¢ sl alod 2101102 ehhelaalas

7 Iﬂ]‘ﬁl H\ ZG\M\EI\J}\JE\H‘LE\); b9 |

_3435131,_31&;1%,:15* y1]?
31134 *31‘-'_,313%_3-3 qo |4 1)
2 |23l
Gin ._3‘1_55_11_..1". :

29 o 1Y

39|ye "”_'T

2 ?n\?l\ﬂ\?{\?s\ﬂ!\}'{ AD.9129 (T
o 1n\?f\22\2ﬁ\?tn\?fb{ 23 139 Dby

2193 |a | '9]-

L-fa‘_'ll RN B

lo \H\Ea\ \??\?z\? J?H\ﬂ‘m‘kq

RENEY ] e

SP1SRRNAYE

IRNEEEY

Hl\?n\ill :u\ 23 Eulw

|1 ] H\Zﬂl?!‘l?ll? 2ulaslaal 9

1303

1 9ile ()

1% 120]2) ??\mhu 5|2y k)

‘-fnll!] ypliz

w l1al20l 211 2202z la5]2uloche

29 Mo | )]
19020 20022123 124 125120003 2 | 511.3_g13_k Lﬁﬂjg S Yolep e |
e L 13120020422123 123241282 Zolai |2 ]: 7|4 fyy |

(21200122 123120y DS |26] 03129

Faldel2 112212512y 1) €126104

frldol2il2203|29 20125124102

':LP.« M) it

Jzﬁ‘m hH lag Yo lurfr

Aqite jotd '

[

e BB ALRE LR

Jel20121122 12324 (291251 E1NR

L.EE_J_’]JJ_ g13% [ oup |u e |

12z lhzlaloubul2 slaelra

3:5 3‘533’\36 ,3313*3

sel2iboloalsuliclnglogoghs

J"f_ﬂ Y
_&i 3y el *:t:rl:e.m‘ltfum
013313415 B 137 138131 e

2 19 Fq\rﬂn 2112202429128

2ulialreln b by b xlavlslig

1< lanloi 2 bzbuliclanlanlog

|3 \72 Q}J

2¢l 261210220 28y byl chgla

NG R P

y3hzlglaslas|adrloghalzal,

o7 [22122]aubauls claglg

Yy M1

:Jlﬂlnwzspuﬂﬁm o a2
X BEMIRSY 14 35136072133 (3 ﬂu_ulm -
35133_35,3?

i ]

yalb

-!F J"f *—f.*-i*i’ﬁ d :

53 Iy lzh3laulzalada<iag

~3[201 211221231730 41D

= ® = mdh . eFF DS N ¥ o= -

y|?



— ——— i e e _ -_-_
.

s el I'_'p"'-H

12 4 j
jufé E_’HJJ [ q t |L_L_

£2

! 1 i | |__4____~__‘
y M%ﬂﬂ

|
| i
qulyalyylys] el L. f

3 ._Jm ySlas 7!
rl 1314145 sl N

S %'H’Wf 9647143

6yt STy 1y 7

Y
ch FHHL“B s

g
2058 ng; Y1

I’fﬁ!‘i’} M??iyﬁ_qy | |
.

lo yryy le LT kL

Yy YSlys| i;,_f

l}
11 'l..I”__ AR LA AT

IO
1393 Y Y51 4 4,

rn{ T\[ﬂw wSyelez |

Ffj_’ﬁf yclygluglys |
L Lﬁ'ﬂhfs«;{_m_f 11
2wy e vz syl |||

1[4 ‘f‘f‘?’jljﬁl_q‘:}_
431851 9644
ve [R14yys Yh 97| 4R
”JJLW&’E”%‘E!_L |___
- YT Y3 q;[
7 LY Y 4§ J.M (HJL
_____ 399 1ySYe Y7

> ';tAfm_}zs yrug '_‘

" Difeggar

cui‘h Principal

Gautam College of Pharmacy
Hamirpur (HF)



T o il -t |
i & ’T

|1, ]2 [a]a |5 8|7 lz‘!-[ _!_f ol | (a1 I!’:-{EH' ml T-.- FREnEn

= Date I’ﬁﬂ”ﬂf% :% ‘?J‘h i fz.r wfﬂl ,L, o [ EEX %Z%;:r J%FE;E" ,j—;

LIT/P LA W ]

Sl.Me, | Roll Na, flama I l— — _]
_&L_zﬂ.muwmﬂrum_ﬁ’mm&g_.ﬁ ol1 12 {31y Li5 bt g B 19deelal iz Ll los le (1 sl s
32 Deoyzsmesl 0111212 1 1 f “ ? :. L 0 lal el ol ialua Dl IATEINTS

| T ImiIsHeisld ﬂumm g |1l ]z j 3 ,; 5 o ?j'ﬂ .i_ AR P A N

| 34 | *’3" LAg |3 1 05 45 6 2 Tg T i asirlislic e dee Vs e on o
3¢ bamyTuwe3f) P2 |3 9 |18 1f17 | & Loty laluzlenfistis ez A TRAREAPY,
34 baplayusid) ot j12l=z|y|a i |17 1819 E1m MR T 'riir:u; o
a1 ﬂ]immﬂﬁ'l o nm | P2 12 0=z |y |5 |s|l&(3 )48 _q.q toi ]2l salivlis i J_LN_.H] in
I8 Peolaslvas) Jrnmn1 u - nnn.n alt |2z lylu]lelfg 13178 L lal 1o ”r” f]_jfLJilLr 2elral s E
35 ?m:._f.Lu_'tE M b T 0 0 < 'l - 68 A Y ol ral el s L g 1 L
-0 2o 13140 43| K ”’ 7% A T T PR 0 8 7R 8 P W7 3 O U ey S I i I P trbisl i
Al enizmmavy|oabid  fumax Pl de m g ol (6 1IVFEB AT ) ol [ isl izl e mrm IJ;';}'\:
| 42 Joizildoeyr plrlalz iy iyls 1€ 130819 lo|Tly, il peleclie bz o
43__oemrsuiotsl Shicam  fhokue 1112 13 14 L5 14 1Y 3 L e19 Do e 1y Ty sl il el el s ool oo
M}M&t{_&} 4 LAt 2 13t 1s1gl31 819 be |l é aleslre] il ma 2n
RE T Y_VATITY Ky A Y PR 1 T P P N O - - v g o eoliclasal el bz
4L bmismong| Sumid Johus | {lieds s by asig Igls 19 12 Veolelal s LWL IFEANTSN NS .L.fhf'ﬁ'
F_-zs_ m_j;m aged 11121303 [wluis]cl3]8 ]y Yot i sha Ul izl rs| ] sl
| 4 13t4052] V) 7 11215 519156 |131al9 |9 19 1ol 1y s | alge |{T—U|” 1
 So 121 3cen003| ﬂﬂ_ 1l2la {316 glel7(ale 9 e 49 0130y 5] TL IS "1
_ﬂ‘_zrm:wﬂuj A e G S A - A T u_u_umu'l a‘uzlrmf nl ol
3 pazi/vee um;_ | 21313 14 15 1518 1 2ielY (o 2zl lj AEITE 'm' E ful
-fﬂ—i‘fﬂ-’:m‘mﬂd—* 5)es Ol (112 151y 1yls|ql7 1302 |90l u_Jz_t?_JstL.Li& L1405
%i_ | Iil-_. -.__""_ "ﬂ:;ll ,.
= | Lt

—— T ]q S S v | I{T_"f
| | E:i'f;;;mﬁﬂl

. , Y —.‘7L|.Jlltml‘|pulflﬂ-l_
A ik P

Gautam Coll
Hamirpur (M

')

Apois

um Pritvipal
se of Pharmaty



—

4 ~_=5| 26

'ﬂ]' 31| 32

K3

ad

A AAA

i i Wil

:?EJ L E;q‘ X

i
L)

ZE:’%.‘ _Yf%"’

42!43[4.‘1 45| 46| 47| 48

Z] e, sz 2:52'# 27;

3!!!‘1

20

21

21

23

2yl 2R¢

aui]g

20

21122

22

22248

23

13119120

2l

22

23

3y [?:}1

21

77

231 23

yi2<Hg

2y | 75128 13403

s |2 2077

24

28128

16107129

SHee

3¢ 114l

21

21

A

MNP

37

lfﬂ ol W1 lys fv |
____qi]_.:i_"a_'ﬂ_ﬂ‘? Ho /My 3

BT Moy Y2

39 1o 17 Y 3y 3

Yol yplyddyy by |2¢

a3 HHZG

2)

21

27

IRIPYIDES

33 19

J 0

21

22

23

2413428

a6
<]

3713

B39 Yol Y (Y]t

Jé

0A[13 {39 |9/ |y o1

as11€

Ad 713 B9 Yo |v/7 |28

37119

I3

20

21127

1729 ¢

Yey[0

20

21

2.3

pRAPLIFEY

23
0113

34

15

¢ 0

2123137 |40 [4/]20

3y

1

'?_

33137 Mol |y ¢ |

|2

22

23

Jylly

261D 412F

JIELE

2s

34

il

317

qoltt) Melyrlyvl

Yulop

Z2)

27

2.3124

Jy |Jgl2s

3103

20

1Y

35

+

13

ol Yl lyi|e

. e 8

22

2.3

Juire

26 2R K

1 3239

25

3¢

7

-

2137

e MY LYy

we |2

27

YA

2T

be [2¢127

y R

By

25

A6

A

A3

It Yo "'Ui?‘g_ 15 2 e o

v <llg

[9

70

21

273124 (9 4]

=4

3003

172

e

1

N

136

3B R9|ve| wr|ec

“t¢ 119

Jo

20

21

22

2z12Yp <

23

2,7

3t

23

B

35136

3133351 Ho | yefee

5 2;

27

2.3

2UliT

27124107

pl
13
1.5
h 2
1o
29

)
[2]
a4
1§

[a]

l]l

3

3

35

i Pl

27

23

gt

2412409

Do

3}

Sudd

i

3¢

N2

R h3

3¢

39 23

35

g 1Yol [YLIYY |2

AN IR

bt |

e Pl

21

23

24

Iy |2 Tl

14

13

S5el20

21

22

2312y

AR VIArE:

ap

aun

20

21

22

23|24

e ridby:|

o

cilog

27

.:}1-{

it

24

pid VAL b Y

a1y

11 [ 332

1223

23

2Y

25028

223

) [ 2D

£7124

2]

23

24 {7Y12.4]

210

frarrri=e

Lil‘}rb

37128 13¢

L2337 05 |

3313351%¢_

;3.151;35 a4 LJ_Z
o]

UR2L) % B2y
b ]

X

151

T

26 3213339 [Folyr v
3837 lve [y lye [ 1| 7o

23 |
35

32133 3790 lusiya bg |«

08 27! el L2y 3] e
Irivo Wr‘fLH?"f”’ -'-’-
35 13¢ 39/ 2810y ol vt

! W%

|
X

K
' DJJEJ:I:-:' u cipal
ad : I'F-‘hnmacy
1 ™

1

ipal

Pharmacy|



Sy Uyd

|

i
29| 50| 51) 52

i =Y
9, fmf
]
B

-. |
31 Yy
atiy

Yy

,__..———-—_"_'--'!

Y<iys (YEHS!

o

53

ySlys 1a

Yy

33

giyg| Y1

3+ USIYE H7

Crika

Y7 %’H‘i"

e/ |

=a] 55| 56| 57| 58

(5]

|

e ——

1 -_J|.-_-J__- B

-

)

35 {45 %
16 YY1 YS

¢ lyryd

vi__|

324y

S}

Y F|43

49|

vy |y

Y1

ar Y Lys

vy Y ST1YE

Y |

Yo YAl

ys146! 44

4

1) YS

Y6117

ygiyq

{o] i |

L““Ili'?'

Y16

| Y7

v 1Ysiyg

y7 1y-3: 49

yg1£4

Co |

o 1414 16

v S Iy LY

g7y 8

Y9 |

lyo lygl4g

yH |

e N IHY

RSN /ANE;

Y

Y3

gyl

7é

MATE
Y714 81Y7

o

Yyly¢

52

|y 2l yelys|

Say g6 g H g Sey ]
S| 811 1741

— ’. S b

eiyzys ||
Solyylys've 47148 14!
cIlyyiyClae yTygiy L

L

1
|
e ——

Sol |

i




1st Sessional Examination March (2024)
B. Pharmacy §® Sem

Subject: Pharmacovigilance (BP-805T)
Time allowed: 1:30 hours Max. Mark's: 30

Note: i. Section A is compulsory,
ii. Attempt any two Questions from Section B.
iili. Attempt any one questions from Section C.

Section-A (10x1=10)

Q.1 a) Define PvPI.

b) Define INN.

¢) Define WHOADR.

d) Define Eudravigilance,

e) Define CROs.

f) Define vaccine failure,

g) Define Spontaneous reporting,

h) Differentiate ADR & ADE

i) Enlist methods of causality assessment,

i) Enlist basic drug 8information resources in Pharmacovigilance

Wﬁ Section-B (2x5=10)
' Q.2 a) Define MedDRA & give its classification with example,
b) Write down specialize resources for ADRs.
c) Define AEFI & classify them.
Section-C (1x10=10)

Q.3 a) Write down history and development of Pharrnannvigﬂu'nce ifl detail,
b) Define ATC classification of drug and write down classification of ADEs.

")



2 Sessionnl Examination April (2024)
B, Pharmacy 8™ Sem
Subject: Pharmacovigilance (BP-805T)
Time allowed: 1:30 hours Max. Mark's: 30
Note: i, Section A is compulsory,
ii. Attempt any two questions from Section B.

ili. Attempt any one questions from Section C,

Section-A (10x1=10)
Q.1 a) Define GCP,
b) Define PSUR,
c) Define ICSR.
d) Define registries.
e) Define stimulated reporting.
f) Define passive surveillance.
 g) Define cross-sectional study,
h) Define expedited reporting.
i) Define schedule Y in D&C act.
J) Enlist the role of communication in pharmacovigilance,
Section-B (=a)
Q.2 8) Define CIOMS and classify its working groups.
b) Define CDSCO and write down its functions.
¢) Define ICH and write down its guidelines for pharmacovigilance.
(1x10= 10)

Section-C
Q.3 a) Write down drug safety evaluation in geriatrics, pregnaney and lactation in detail.
b) Write a detailed note on safcty data generation in clinical phase and post approval phase.

-5
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3rd Sessional Examination May (2024)
B. Pharmacy 8" Sem

Subject; Pharmacovigilance (BP-805T)
Time allowed: 1:30 hours Max. Mark®s: 30

Note: i. Section A is compulsory.
ii. Attempt any two questions from Section B,
iii. Attempt any one questions from Section C.,

Section-A CLind=10)
Q.1 a) Define Passive surveillance.
b) Define ICD.
¢) Define WHO drug dictionary,
d) Define Vaccine Pharmacovigilance.
€) Define CROs,
f) Define Cohort study,
g) Define PSUR.
h) Define PMS.
i) Define Pediatrics.
j) Define schedule Y in D&C act.
Section-B (2x5=10)
: Q.2 ) Define MedDRA & pive its classification with example.
Mﬁ b} Define CIOMS and classify its working groups.
c) Define AEFI & classify them.
Section-C {1x10=10)

Q.3 a) Write a detailed note on safety data generation in Pre,¢linical phase and clinical phase.
b) Write down history and development of Pharmacoyg
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Awnrd Sheet {Theory) I Pharmacy VIlTth semester

(Session Janoary 2024 — April 2024)

Subject Code BLL05 ... Teacher: bt Atvt.oSein R,
S, No. Name of Stadent Vinkreralay Marks :hilin::f.f Marks ::mlnnd.l' Marks ::ll:illnulﬂ' Avg, of best two out of 13
RAKING 15 15 15
. | RAVINDER KUMAR | 20013314002 0% a9 S 09
2. | ABHAY SHARMA 20013314003 Q8 | —_ lo
3. | ABHAY SHARMA 20013314004 [0 I — I
4. | AMAN KUMAR 20013314005 {f 16 — I
5. | AMAMIEET THAKUR | 20003314006 | 05 03 | | O
6. | ANEESH KUMAR 20013314007 | 03 o |0 OF
7. | ANIRUDH SHARMA | 20013314008 | (37 i |2 1
B | ANJALI SHARMA 20013314009 I |7 e |2
9, | ANKITA 20013314010 | [ a9 sal |6
10, | ANUI SHARMA 20013314011 | 9% 0§ |2 |6
L | anuraG THAKUR | 20013304013 | 08 0l —_— 0%
12. | ARUN SHARMA 20013314014 | O F 0§ = OB
13. | ASHISH PATIAL 20013314015 | [ |4 e |4
14. | AYUSH BALIHAR 20013314016 | 04 I — 0 fi
15, | DEEFIKA 20013314017 | [ 4 5 — s
l6. | DIKSHIT RANA 20013314018 | 04 o0F |} |G




5

|17 [DrALITHAKUR | 20013314019 I3 09 — I
18. | HARSH ROUHAN 0013314020 | ¢ /) _ 49
19. |ISHA 20003314021 | 09 09 - 09
20. | IYOT] SHARMA 20013314022 | [ |2 = I
21. | KARAN THAKUR 0013314023 | 0§ T S lo
22. | KOMALCHOUDHARY | 20013314024 ¥ [ = /1
~7 23, | KRITIKA SHARMA | 20013314025 // 12 == L
\ 24. | MAHENDER SINGH | 20013314026 )41 J: I
25. | MANISHA 20013314027 | f2 f 5 - OF
26. | MOHIT SHARMA 2003314028 | 0§ QJD [2 10
27. | MOHIT SHARMA 20013314020 | f & s — fe
28. | MUSKAN 20013314030 | | £ 3 — |5
29, | MAVEEN SHARMA 20013314031 | ‘g 1o — Q-
30. | NITIKA KUMARI 20013314032 | 0/ P/’HJ 15 a2
31 |NITIN KAUNDAL | 20013314033 | 3 | Al 9. 07
3 | oM 0003314034 | ) Ah ; 3 O3
33, | PARMOD KUMAR | 20013114035 O ‘Q 2;.3 ) 7[ JIL —
34. | PAYAL RANA 20013314036 | [ 4 A f- .
15, | POORNIMA 20013314038 | |} [0 E Yot _..--ﬁi"*:'?"".,,nq I
| 36 | PRAFUL 20013314039 | () A ‘L ﬁ} b aF




-

JI’ 37 !Pﬂnm GULERIA 20013314040 Ak 1§ 1 1S
T FeArraing 20013314041 08 1 [0
39. | RAHUL THAKUR 20013314042 ax I a8
40. | ROHIT CHAUHAN | 20013314043 as 1¢ 0%
41. | SAHIL KUMAR 20013314044 05 [0 oY
42. | SHIVAM 20013314045 a& 0 & 69
43, |SHIVAM THAKUR | 20013314046 |0 — [ 6
44, | SIYA RANA 20013314047 10 Jg ]l
45. |SOURAV THAKUR | 20013314048 ,ﬁ) i’: | o a7
46, | SUMIT THAKUR 20013314049 o9 fa lo
47, | TANUIKUMAR 20013314050 0 a9 OF
48, | TANVIKAPIL 20013314051 08 ! 1o
49, [ VIKAS 20013314052 g8 /12 [O
50, | ABHISHEK 21623314001 | I — I
51, | ANJNA KUMARI 21023314002 I3 — B
52, | RAJESH KUMAR 21023314003 08 - o%
53, | AFTAB POSWAL 20012614003 o — 09
54. | NAMRATA 20013214027 ; [0 et . B,
[ Siguatare of Subject Incharge == léﬂ*ﬁ"’@ w‘l %E\ﬁ?-' , Bl

Signature of Examination Incharge

Sigpature of Academics Incharge

Siznature of Di




Internal Exam Result and Result Analysis

Present: 50

[ 1% Sessional Exam
Total number of students: 54

Absent:04
Rﬁ:ﬁi;}f No of students
0-10 16
11-20 20
20-30 14

2" Sessional Exam
Total number of students: 54

Present: 44
Absent: 10
Range of
i No of students
0-10 03
11-20 29
20-30 12

3" Sessional Exam
Total number of students: 22

Present: 22
Absent: 00
Range of No of students
marks
0-10 0
11-20 05
20-30 17
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CO/PO AND CO/PO MAPPING:

SESSIONAL EXAM -1 ’::

Code: BP-805T Subject: PHARMACOVOGILANCE  Semester: 8 MDN:30

Date: March-2024 Duration: 1:30 hrs Staff: Mrs. SHIVANI SHARMA
Q.No. | [ Marks | CO | BL | PO
Answer any 1
1 Write down history and 10 BPBOST.I LI, L2 & POI1, PO6 & POII
development of L4
Pharmacovigilance in detail.
2 And Define ATC 10 BP8OST.1 Ll &L2 PO1, PO6 &PO11

classification of drugn
and write down
classification of ADRs

Answer any 2

1 Define MedDRA & 5 BPROST.1 Ll &L2 PO1, PO6 &POLI

give its classification
B with example.

2 Write down specialize 5 BPBOST.! Ll &L2 PO1, PO6 &PO11
resources for ADRs.

3 Define AEFI & classify 5 BP80OST.3 LI,L2 & PO1, PO4, PO6 &PO11
them. L3
Attempt all

1 Short ans questions 1 BP8OST.1, LI,L2 & POL,PO3, PO4, POG

BPSOST.3, | L3 &eoll ) |
Di Principal

Gau cllege of Pharmacy
Hamirpur (H.P.)



C U—-Cuumg Outcome:

- - : irilance.
Students have to learn about Basic terminologies of Pharmacovig

Students learn about the Adverse drug reactions.

PO-Programme Objectives:

Pharmacy Knowledge 7. Pharmacological Ethics
2, Planning Abilities 8. Communication
3: Problem Analysis 9. The Pharmacist & Society
4, Modern Tool Usage 10. Environment &Sustainability
5. | Leadership SKill 1. Life Long Learning
6. Professional Identity
|
CO/PO ATTAINMENTS
co PO1 | PO2 |PO3 [PO4 [PO5 |PO6 | PO7 POs8 | P09 | PO1O | PO 11
BP8OST.1 3 - 3 3 - 3 - - - - 3
BPBOST.2 3 - 3 3 - 3 - - - - 3
BPBO5ST.3 3 - - . - 3 - - - - 3
BP8O5T 4 3 - - - - 3 - - - 2 u 3

Direct m Principal
Gautam 1Iegeutharmacy

Hamirpur (H.P

)



AttainmentofPO’s

Coursco utcomemappingwithProgramoutcome(P 0)

PO1 Level of PO’s PO’s
Mapping Assessment | Attainment
Col 83 3 Yes
COo2 93 q 90%
C03 04 3
EG*‘# op ' 3
PO3
| CO1 83 3 88% Yes
cO2 03 3
CO3 00 0
CO4 00 0 ]
L PO4 '
| CO1 83 3 88% Yes
co2 93 3
| CO3 00 0
CO4 00 0 1l
PO6
Ccol B3 3 90% Yes
CO2 93 3
c03 94 3
CO4 90 3
- PO11
Col 83 3 90% Yes
 CO2 93 3
CO3 94 3
' CO4 90 3 /)
.

Director cum Principal
Gautam College of Pharmacy
Hamirpur (H.P.)



1

i

- rate (Medium
4 below: 1: Slight (Low) % Materatol 2
Note: Correlation levels 1, 2 or 3 as define
i is no correlation.
3: Substantial (High) ‘' Indicates there
COMOAttainments
Attainments of POs and COs for First Sessional
TableNo.1 Assessmentof course outcome o3 =4 i
Course0 | CO1 coz : —
utcome | Q Avg% | Q Ave.% |Q Avg.% | Q &
Measure | Q1 - 01 - Q1 o7 g; :
Q2 83 Q2 - Q2 R
Q3 - Q3 08 Q3 - Q3 -
Q4 = 04 92 Q4 = Q4 -
53 75 Qs - Qs 90 Qs -
Q6 90 Q6 90 Q6 > Q6 90
o &3 93 5 90
| Average I

Mechanism for the attainment of CO:

The student performance in continuous assessment exams 15 verified for each question.

€O Assessment (Direcs) = Number of students reached in answering the ouestion
r TmEen = Number of students attempted the que:‘.-ha

Dtre m Principal

Gautam College of Pharmaty
Hamirpur (H.P)



_ '*PU'SAﬂﬂinmenanruthan 70%=Ycs,Lessthan 70%=No

>Tg)| Direct Assessment = Illevelof MeZFing of PO with Coraverageof co areinment)
T(levelof Mapping of POwith co)

PO'sAssess ment=446/5=89°;

| SESSIONAL EXAM 33— ——— =
Code: BPS0OST Subject: PHARI?[ACDVIGH_,ANCE Semester: 8§ MNMN:30
—
| Date: April-2024 Duration: 1:30 hrs Staff: Mrs. SHIVANI SHARMA
Q.No. | Marks | CO BL PO
Answer any 1
1 Write down drug safety 10 BP-80ST.3  |L1,12I3 |PO1, PO3, PO,
evaluation in geriatrics, & 1.4 PO6 & PO11]
pPregnancy and lactation
in detail,
2 Write a detail note on safety | 10 BP-805T.1 L1,L213 PO1, PO3, PO4,
data generation in clinical & L4 PO6 & POI I
phase and post approval
phase. .
Answer any 2
Define CIOMS and classify | 5 BP-805T.2 Ll,L2,L3 PO1, PO3, PO4,
its working group. & 14 POG & PO11]
Define CDSCO and 5 BP805T.3 L1 &L2 PO1, PO6 &PO11
write down its functions.
Define ICH and write 5 BPBO5T.3 L1, L2,L3 POI, PO3, PO4,
down its guidelines for & L4 PO6 & PO11
pharmacovigilance.
Attempt all i
Short ans questions 1 BP80ST.1, L1, L2,L3 POI, PO3, PO4,
BPBOST3, & L4 PO6 &PO11
BPBOST.2 /
Direct Principal
G*auta llege of Pharmacy

Hamirpur (H.P.)



CO-Course Outcome:

PO-Programme Objectives;

e )
BPS0OST.2 Know about information resources in pharmacovigilance.
BP&05T 3 Students learn about the Vaccine safety surveillance,
BPBOST.S Student leam about the Safet data generation,

7. | Pharmacy Knowledge T Pharmacology Ethics

8. Planning Abilities 8. Communication

9. Problem Analysis g, The Pharmaeist & So ciety

10. | Modern Tog] Usage 10. Environment &Sustainability

11, Leadership Skil] 11. Life Long Lﬂaminﬁ ]

____—-—-_,-__—-—-______ —— sl -

12. | Professional Identity
Director cum Principal
Gautam College of Pharmacy
Hamirpur (H.P)




CO/PO ATTAINMENTS

‘[co PO1 |PO2 | PO3 |PO4 [POS [POG | PO7 |POS|[PO9 | POI0 | PO 11
BP805T.1 3 - 3 3 T 3 o - _ - 3
BPS0ST.2 3 - 3 3 _ 3 = 5 = . 3
BP805T.3 3 E 3 3 - 3 - - ¥ = 3

7
BP8OST.4 3 - 3 3 - 3 - - - / - 3
r a1

Director cum Principal
Gautam College of Pharmacy

Hamirpur (H.F.)




R ——— 1'

Note: Correlation Jevels 1,2 or 3 as defined below: 1: Slight (Low) 2: Moderate (Medium)

3: Substantial (High) *--? Indicates there is no correlation.
Attainments of POs and COs for Second Sessional

TableNo.1 Assessmentof courseoutcome

CourseO | CO1 CO2 CcO3 | co4

utcome | Q Avg.% |Q Avg.% | Q Ave.% | Q rA.vg.%

Measure | Q1 85 Q1 5 QI E Ql 85 |
Qz 93 Q2 93 Q2 - Q2 93 |
Q3 97 Q3 97 Q3 5 Q3 97 ]I
Q4 - Q4 - Q4 93 Q4 - |
Q5 94 Qs 94 Q5 ; Q5 94

| Q6 97 Q6 97 Q6 a7 Q6 97

Total 93 95 95 93

Average l

Mechanism for the attainment of CO-

The student performance in CONIMUOUS assesstent exams is verified for each question,

Mumber of students reached in apsw ering the question
AST =
€0 Assessmenz (Direer) = Number of ctudemts aempted the guestion

AttainmentofPQ’'s

Courseoutcomemappin gwithProgramoutcome(PO)

[ PO1 Level PO’s PO’s
ofMappi | Assessment | Attainment
ng

col |93 3 Yes

Co2 95 3 | 94%

lf-iﬂ 95 3

CO4 93 3

PO3

CO1 93 3 94% Yes

co2 95 3

CO3 95 3

CO4 93 3

PO4

COl 03 3 94 %o

coz 95 3

co3 95 3 Q

CO4 03 3

Dimcturm rincipal

Gautam Cr.::l ge of Pharmacy
Hamirpur (H.P)



&

i P06
E_E}_l . 3 94% Yes
03 9 :
€04 93 -
POI1
S 93 3 95% Yes
C0o2 95 3
CO3 05 3
CO4 07 3 /__] y p(

L=

Director cum Principal
Gautam College of Pharmacy
Hamirpur (H.P)




T(ievei of mapping of FOW{tACOAVETATE af £

g arceinmens)

PO1 Diract Assessment =

*PO'sAttainment=morethan 70%=Yes,Lessthan T0%=No

PO’sAssessment=470 / 5=94%

T(leve! of Mapping of POWItALO)

SESSIONAL EXAM -3

Code: BPROST

Subject: PHARMACOVIGILANCE Semester: 8§ MM:30

Staff: Mrs. SHIVANI SHARMA

Date: May 2024 Duration: 1:30 hrs

Q. No. Marks | CO BL PO
Answer any 1

1 Write a detail note on safety | 10 BP-805T.1 L1,L2L3 | POIl, PO3, PO4,
data generation Pre-clinical & 14 PO6 & POI11
and clinical phases.

2 Write down history and 10 BP-805T.3 L1, L2L3 PO1, PO3, PO4,
development of & L4 PO6 & POI1
pharmacovigilance in
detail
Answer a.ﬂy 2 -

1 Define MedDRA & 5 BP-805T.1 L1, L2,L3 PO1, PO3, PO4,
give its classification & L4 PO6 & PO11
with example.

2 Define CIOMS and 5 BP8OST.2 Ll &L2 PO1, PO6 &PO11
classify its working
group.

3 Define AEFI & classify 5 BP80OST.3 L1,L2L3 PO1, PO3, PO4,
them. & L4 PO6 & PO11
Attempt all

1 Short ans questions 1 BP80ST.1, L1, L2,L3 PO1, PO3, P4,

BP80OST2, & L4 PO6 & POI1
BP805T.3
Diractor cum Principal

Gautam College of Pharmacy
Hamirpur (H. £}



o-Course Outcome:

BPSOST.1 Students learn about ICH Guidelines for Pharmacovigilance.
"BP805T.2 Know about Pharmacovigilance methods
 BP80S5T.3 Students learn about the Drug safety evaluation in special population.
| BPSOST.5 Student learn about the CDSCO

PO-Programme Objectives:

- 3/’?_/- - - 3

1. Pharmacy Knowledge 7. Pharmacology Ethics

2. Planning Abilities 8. Communication

3 Problem Analysis 9; The Pharmacist & Society

4, Modern Tool Usage 10. Environment &Sustainability

5 Leadership Skill 11. Life Long Learning

6. Professional Identity I
CO/PO ATTAINMENTS
CcO PO1 | PO2 |PO3 |PO4 |PO5 |PO6 |PO7 |POS|PO9|PO10 | PO11
BP8O5T.1 3 7 3 3

Difector cum Principal
Gauiam College of Pharmacy
Hamirpur (H.F)




BPS0ST.2 3 = 3 3 = 3 -

BPROST.3 3 - 3 3 - 3 -

BPROST .4 3 - 3 3 = 3 - L = - 3
Note: Correlation levels 1, 2 or 3 as defined below: 1: Slight (Low) 2: Moderate (Medium)
3: Substantial (High) " Indicates there is no correlation.

Attainments of POs and COs Tor Sccond Sessional

TableMNo.1 Assessmentofl courseouteome

CourseQ | CO1 CcO2 CO3 CO4
utcome | Q | Ave.% | Q Ave.% | Q Avg% | Q Ave.%
Measure | QI 85 Q1 - Ql - Ql 85

Q2 93 Q2 93 Q2 F Q2 93

Q3 97 Q3 97 Q3 : Q3 97

Q4 - Q4 - Q4 93 Q4 -

Q5 03 05 94 Q5 8 Qs 94

Q6 97 Qo6 o7 Q6 97 Q6 97
Total 03 95 a5 93
Average

Mechanism forthe attainmment of CO:

The student performance in continuous assessment exams is verified for each question.

. ¢ Y Number of studentsreached in anmwering the question
€0 Assessrrant (LirRe )= Number of stucents atempted the guestion

AttainmentofPO’s

CourseoutcomemappingwithProgramoutcome(l’O)

PO1 Level of ro’s PO
Mapping Assessment | Attainment
COl1 03 3 Yes
CO2 05 3 24%
CO3 95 3
CO4 93 3
ros’ o,
CO1 93 3 94% Yes
CO2 93 3
cO3 95 3 Q
| CO4 93 3 |
WD /
Director cum Principal

Gautam College of Pramiaiy
Hamirpur (HR)



PO4
COl a3 3 94 % Yes
Cco2 95 3
CO3 95 3
COo4 93 3
PO6
COl 93 3 94% Yes
co2 95 3
COo3 a5 3
Co4 93 3
rPO11
CO1 93 3 94% Yes
cOo2 05 3
cOo3 95 3
CcO4 03 3

*PO’sAttainment=morethan 70%=Yes,Lessthan 70%=No

POI1 Direct Assessment =

F(ievel of mapping of POWIth COAverags of £0 atcainment)

PO’sAssessment=470 / 5=94%

24. Faculty Feedback: APPENDIX

)
o 0 2

NAME AND SIGN OF FACULTY

S(level of Mapping ¢f PAwith o)

W

P

m Principal
Gautam College of Pharmacy
Hamirpur (H.F.)



