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DATE: 31/08/2022

CIRCULAR

We wouid like w inform all the IV Year students that the add-on program on “Analytical
Method Development and Validation” which will commence from 01/09/22 to G1/10/2022.

Hence, all the students are hereby informed to attend the classes without fail.
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ADD-ON PROGRAM
ON

ANALYTICALMETHOD
DEVELOPMENT AND VALIDATION

ORGANIZED BY
GEETHANJALI COLLEGE OF PHARMACY
Cheeryal {V), Keesara {M), Medchal Dist
2022-23

PROGRAMME OBJECTIVES

This program introduces the schematics of Methods Development and Validation with a
grassroot, conceptual standpoint, based on scientific rationale and amethod by design approach,
The aim is o lead the audience o understanding, basic elements ol analviical method with a
focus on Quality. At the outsct, it implores the analytical chemist to grasp an Analytical Mcthod
as a process of measurement.

To get knowledge about development and optimization of chromatographic methods.
Study about importance of system suitability parameters in chromatographic methods.
To get up to date with the ]CH and jUSEDA guidelines for the analytical method
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RESOURCE PERSON

Prof.M.Srinivas, Professor
Department of Pharmaceutical Chemistry

drmsr9(@gmail.com,
Ph:9908606829

Dr.N.Anjaneyulu
Department of Pharmaceutical Analysis
anjipharmcy(@gmail.com
0959967431

M. Satish Kumar
Department of Pharmaceutical Analysis

smanthi@gmail.com
7416407414

K.L Rajitha
Department of Pharmaceutical Analysis

klrajita@email.com
8885871959

A.Madhavi
Dcpartment of Pharmaccutical Analysis
arrammadhavil1(@gmail.com
9701057870
ORGANIZATION COMMITTELE
Programme Co-Ordinator, GCP, Hyderabad

Dr. M. Ravikumar
Principal of GCP, Hyderabad

Shri. G. R. Ravindher Reddy
Secretary, Teja Educational Society, Hyderabad

STUDENT CO-ORDINATORS
Aditya Vikas Mane
Gandra Dec_ep_ika
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Program Name: Analytical Method Development and Validation

Duration: 01/09/22 to 01/10/2022

A.Y: 2022-2023

Curriculum designed and developed by:

S.No Name of the faculty Designation Signature
1 Prof. Dr.M.Srinivas Professor %ﬁa;
2 Dr.N.Anjaneyulu Associate Professor //(V
3 M. Sathish Kumar Assistant Professor | ig
4 K.L.Ryjitha Assistant Professor % —
5 A. Madhavi Assistant Professor g/ "
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SESSION

TITLE DURATION

1

ICH Guidelines: 3hrs
Overview of ICH Guidelines
Stability Guidelines

GMP Guidelines for Pharmaceuticals

Nitrosamme impurities Guidelines

System suitability parameters for HPLC Method 3hrs

e System suitability test
e Resolution

e Retention Time

e Pressure

e Column Efficiency

e Repeatability

e Plate Number

e Tailing Factor

Analytical Method Validation Parameters: 3hrs

ICH Q2B Validation-Guidelines




The Validation Characterstics

e Specificity

e Linearity

e Quantitation Limit

e Detection Limit

e Range

e Accuracy

e Precision

e Repeatability

e Robustness

e System suitability Testing

Trouble shooting of HPLC

e Peak Shape

e Retention Variation

e (Ghost Peaks

e (Column Back Pressure
e (Column Catre

3hrs

Impurity Profiling

e Introduction

e (lassification of Impurities in API
e Impurities present in formulation
e Identification of Impurities

3hrs

(og}

Stability Indicating Methods

e Introduction
e Role of QA in SIM
e (General Principle

e Photo stability testing of new drug substances

3hrs

» Photostability studies - ...
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e Force Degradation studies

Bioanalytical Method Development and Validation

e Sample Preparation

e Extraction Techniques

e Analytical Method Procedures
e Validation

3hrs

Cleaning and Process validation

e Introduction

e Back Ground

e General Requirements

e Evaluation of cleaning validation
e Establishment of limits

3hrs

Assay Testing Of Pharmaceutical substances

e Introduction
e Guidelines of specifications

e (General concepts

3hrs

10

Stability testing of residual solvents

e Introduction
e Types of solvents
e Testing of solvents

3hrs
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LIST OF STUDENTS PARTICIPATED

B.PHARM IV YEAR (SEC-A)

T
S.NO| NAME OF THE STUDENT ROLL NO SIGNATURE
L | ADITYA VIKAS MANE 19Z51R0001 3&%‘”
2 ALIMINATI VARSHA 19Z51R0002 \J@Af\c\
3
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REPORT
Name of the Program: Analytical Method Development and Validation
Duration: 01/09/22 to 01/10/2022

Resource Person Details:

Prof. Dr. M. Srinivas
Department of Pharm Chemistry
drmsr9@gmail.com, Ph:9908606829

Dr. N. Anjaneyulu

Associate Professor

Department of Ph Analysis
anjipharmcy@gmail.com , Ph: 9959967431

M. Satish Kumar
Department of Ph Analysis
smanthi@gmail.com, 7416407414

K.L Rajitha

Department of Ph Analysis
klrajita@gmail.com
8885871959

A.Madhavi
Department of Ph Analysis
arrammadhavil4(@gmail.com
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Geethanjali College of Pharmacy, Cheeryal, Keesara, Hyderabad organized
an add on program on Analytical Method Development and Validation by Prof.
Dr M.Srinivas, Dr. N.Anjaneyulu, from 01/09/22 to 01/10/2022.This program
covered the following objectives and learning oulcomes.

Objectives:
e lo get knowledge about development and optimization of chromatographic
method.
e Study about importance of system suitability parameters in chromatographic
methods.

e Tn get np date with the TCH and TISFNA gnidelines for analytical methnd

validation parameters.

Learning Outcomes:
o Development of analytical methods in & systematic view.
e Parameters influencing chromatographic method development and how to
optimize the method.

e Repuiling of e 1esulls vl aual_y Lical wethod validation patatclers aid tielr

significance.
At |
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Totally 78 students participated actively in the training. The program was very
much useful to the students and their response about the program was encouraging.
Prof Dr. M. Ravikumar thanked the resource persons and participants for making

the program successful.

Date: 29/10/2022

PROGRAMME CO-ORDINATOR PRINCIPiL

FRINC!PALL
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DATE: 05/11/22

CIRCULAR

This is to inform M. Pharmacy II year students that Add-on Course on
“Advances in Drug Delivery Systems” training classes will be conducted from
12" Nov to 10" Dec 2022. The classes will conduct in offline mode in the
assigned class rooms. Hence, all of you arc instructed to attend the classes without

fail, for further details you can consult the concerned faculty members.
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ADD-OFH COURSE G

“ADVANCES IN
DRUG DELIVERY SYSTEMS”
FROM 12™ NOV TO 10™ DEC 2022

ORGANIZED BY
GEETHANJALI COLLEGE OF PHARMACY

Principai‘L]
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FreiNCiPAY

2€etanale Lollage of Pharmae
LReeTYal V), SeesarsiM:, Merional Dise, LS4,



€S Geethanjali College of Pharmacy

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy
Accredited by NAAC and NBA (B.Pharmacy), Recognized Under UGC Seéction 2F &arip;
12B of UGC Act, 1956, by DSIR-SIRO &amp; HI/BI of MSME,
Certified by ISO 9001:2015, Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301.

Program Name: Add-On Course “Advances in Drug Delivery Systems”
Duration: 12 Nov to 10® Dec 2022

A.Y:2022-2023

Curriculum designed and developed by:

S.No| FACULTY NAME DESIGNATION SIGNATURE

Professor, HoD

1 Dr. P. Neeraja
Pharmaceutics
Professor, HoD

2, Dr. Y.Shiva Kumar | Pharmaceutical Regulatory %

Affairs
3. . K. Kishore Reddy Associale Professor M

Principal

PRINCIPAL
Geethanjali College of Pharmacy
Gheeryal(V), eesaraih), Meazia Dist 1.8,-551301,
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ADD-ON COURSE
“ADVANCES IN DRUG DELIVERY SYSTEMS”

PROGRAMME OBJECTIVES

Advances in Pharmaceutical drug delivery technologies enhance drug
absorption, efficacy, and patient experience. These technologies combined with
appropriate targeting moieties, drug-coated nanoparticles, drug-encapsulating
liposomes, nanotubes, and tree-like dendrimers enable organ and tissue targeting.
The program was designed to improve the knowledge in the fields of novel drug
delivery systems and technology.

PRINCIPLE & APPROACHES
The devclopment of various advanced drug delivery systems includes:

1. Critcria for sclection of drugs and polymers for the develupment ol novel
drug delivery systems, their formulation, and evaluation.
2. Various new technologies are used in the pharmaceutical industry.

RESOURCE PERSON:

Dr. P. Neeraja

Professor,

HoD Department of Pharmaceutics,

neeraja. Dodlchetv@gmaﬂ coffl v;;’;;f M A“‘:“"E’“H‘Lf
Ph: 9985709316 e A i, Ny Principal

PRINCIPAL

Geethanjali College of Pharmacy
Cheeryal(¥), KecsaralM), Megcna! Dist. T.8..8013¢1,




Dr. Y. Shiva kumar

Professor,

HoD Pharmaceutical Regulatory Affairs,
Shivakumar19842 @gmail.com,

Ph: 8500214801

. K. Kishore Reddy
Associate Professor,
Department of Pharmaceutics,
kkr.gcp@gcet.edu.in,

Ph: 9948674589

ORGANIZING COMMITTEE

Dr. P. Neeraja
Programme Co-Ordinator, GCPK, Hyderabad

Dr. M. Ravikumar
Principal of GCPK, Hyderabad

Shri. G. R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad

STUDENT CO-ORDINATORS

PRINCIPAL
Qeethamali College of Pharmacy
Cheeyal(V), Keesaral M), Medctal Dist, 1.5.-501301.
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S.No

Advances In Drug Delivery Systems

Duration

1.

Nanopharmaceuticals:
Generation and significance of Nano-Pharmaceuticals like nanosuspensions,
nanogels, nanocarrier systems.

3hrs

Gastro-Retentive Drug Delivery Systems:

Principle, Concepts advantages and disadvantages, Modulation of GI transit
time approaches to extend GI transit, Methods of formulations and its
evaluations.

3hrs

Nasal Drug Delivery Systems:
Introduction,physiological aspects, mechanism and pathways,drug delivery
systems.

3hrs

Sub Micron Cosmeceuticals:
Biology, formulation,science, and evaluation of various cosmetics for skin,
hair, nail, eye.etc, and their regulatory aspects.

3hrs

Drug carrier systems targeted widely dispersed cells:
e Delivery (0 Macrophages
e Delivery to Lymphoid cells of immune systems
e Delivery to lysosomal storage disorders

3hrs

Regulatory consideration in the controlled release: Modification
requirements to demonstrate safety efficiency&controlled release nature.
Bioavailability assurance, WHO & Indian condition.

3hrs

Basic requirements for design, facility, equipment selection, for tablets,
capsules, liguid orals, parenteral and semisolid preparations.

3hrs

Linproved capsule wanulactuing and filling wachioe for soll and lad
capsules.

3hrs

Improved Tablet Production: Tablet production process, unit operation
improvements granulation, and palletizationequipment.

3hrs

10.

11.

12.

Importance, Technology transfer from R&D to pilot plant to plant scale,
processscale-up for tablets, capsules, liquid orals, semisolids, parenteral,
NDDS. o

Industrial sterilization:

Large-scale sterilization processes, process selection, specifications,
development, and validation, or process and equipment.

3hrs

Packaging Technology:
Types of packing materials, machinery, labeling, and package piiuliug Lo

“:-‘\4.4 £
g

different dosage forms A

Prim'ilml
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Student Enrolment for Add-On Course

Program Name: Add-On Course “Advances in Drug Delivery Systems™

Duration: 12™ Nov to 10® Dec 2022

Eligibility: M. PHARM - 11

S.No Name Hall ticket number Signature
1 Ainary Anjali 2175150301
2 Andigari Ramya Sree 2175150302 4 &
3 Annepally Dharani 2175150303 Uil 0P
4 Anusha Dev 2175180304 ) Q&J@‘ ﬁ B
5 Kothapalli Sneha 2175180305 %ﬁ o
6 Kolichala Sai Vamshi 2175150306 L N
7 Tallapalli Manisha 2175150307 ‘Hﬁ,ﬂ_
8 Wagmare Durga 2175150308 el ) Y
9 D S R Amuktha 2175181301 e~
10 | Gunnala Mani Swaroop Goud | 2175151302 [
11 Md Haseena 2125151303 s
12 Patlolla Harika 21251581304 < =
13 Ravuri Manasa 2175181305 NG
14 Vootukuri Vaishnavi 2175181306 A
15 Azmera Tejaswi 21725151201 i oo B N IS
16 Dappu Aiswarya 2175151202 i L
L7 ~ Dwarampudi Harshita 2175151203
18 k.alepu Hewar Krichna Sai 21751851204 9 (“‘ ol
19 Kunchepu Anil 2175151205 N
20 Madhircddy Srija Reddy 2175181206 M- (.,';}cx
2 1 wari ) ' 142 ;
21 Ankita ngnl | 12125151207 Je i 2ey
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5 Kankanala Raghu 2175151208 )

23 Sanala Nikitha 2175181209 el .

24 Ukku Naga Mohana Kumari 24751581210 NP o]

25 Vanapalli Sindhu 2175181211 %4{\
Co-ordinator
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Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy
Accredited by NAAC and NBA (B.Pharmacy), Recognized Under UGC Section 2F &amp;
12B of UGC Act, 1956, by DSIR-STRO &amp; HI/BI of MSME,
Certified by ISO 9001:2015, Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301,

REPORT
Date: 17/11/22

Program Name: Add-On Course “Advances in Drug Delivery Systems”
Duration: 12 Nov to 10% Dec 2022
A.Y:2022-2023

RESOURCE PERSON:

Dr. P. Neeraja

Professor,

HoD Department of Pharmaceutics,

neeraja.podichety@gmail.com,
Ph: 9985709316

Dr. Y. Shiva kumar

Professor,

HoD Pharmaceutical Regulatory Affairs
Shivakumar19842@gmail.com,

PlLi. 8500214801

*. K. Kishore Reddy
Associate Professor,
Department of Pharmaceutics,
kkr.gep@gcet.edu.in,
Ph: 9948674589

Aosanbprtc

I'rincipal
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Geethanjali College Of Pharmacy, Cheeryal, Keesara, Hyderabad organized
an add on the program on “Advances in Drug Delivery Systems” for M.Pharmacy
II Year students by Dr. P. Neeraja, Professor, Dr.Y. Shiva Kumar, Professor and Dr.
R. Naga Kishore, Associate Professor. This program enables the students to
understand the various novel drug delivery systems and appreciate the influence of
new technology on the performance of the drug product. Totally 25 students
participated in this training program. All the students actively participated and upon
completion of the program, they were able to understand the following objectives

and learning outcomes.
Objectives.

e Understand the principle involved in the formulation of various advanced
drug delivery systems.

e Understand various approaches for the development of novel drug delivery
systems.

Understand various new technologies used in Pharmaceutical Industries.
e Understand the formulation and evaluation of novel drug delivery systems.
e Understand the criteria for the selection of drugs and polymers for the
development of novel drug delivery systems their formulation and
evaluation.

Learning Outcomes:

1. Know various considerations in the development of advanced drug delivery
systems.

2. Founulale Gastro retentive drug delivery systems, floating micro balloons,
and Magnetic drug delivery systems and evaluate them for their quality.

Know the pilot plant Scale-Up techniques.

Know the formulation aspects of advanced drug delivery systems.

Know the various new technologies used in the pharmaceutical industry.

Formulation and evaluation of novel drug delivery system

This program was very useful to the students and feedback was positive

about the program. Institute’s management and Dr. M. Ravi Kumar,
Principal of GCPK thanked the resource person Dr. P. Neeraja, Professor
ITol> Dept. of TPharmacentics, Dr. Shiva Kamar, 'rofessor, 1ol
Phanmaceutical Repulatory. Allairs -and Kishor Kumuar Reddy K, Assos,
Professor, and participants for making the program successful.
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Geethanjali College of Pharmacy

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH &

B. Pharmacy Accredited by NBA, Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by
DSIR-SIRO & HI/BI of MSME, Certified by ISO 9001:2015

Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

DATE: 07/09/22

CIRCULAR

This is to inform B.Pharmacy III year students that, they will
have “Add-on Course on Soft Skills & Communication Skills” training
classes from 8" September to 29™ October 2022 everyday. Hence, all of

you are instructed to attend the training programme.
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ADD-ON COURSE
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ORGANIZED
BY

GEETHANJALI COLLEGE OF PHARMACY

Cheeryal (V), Keesara (M), MedchalDist
PROGRAMME OBJECTIVES

Soft Skills & Communication skills program is to aid candidates in their preparation for
recruitment through campuses or outside campuses. Students in their final step of graduation
looking for placements in reputed organizations can make use of this training to get deliver

their best in the selection processes of the organization.

1. Train the students to think out of the box

2. Mock group discussion sessions

3. Resume making and information sessions

4. Interactive methodology (audio & video base)

5. Groming's body language, Soft skills, Attitude etc.

I A
=

chicge of Pharmacy
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RESOURCE PERSON
Dr. P.Kiranmal
Professor
ORGANIZING COMMITTEE
Dr B. Bharath Bhushan
Programme Coordinator
Prof Dr. M. Ravi kumar
Principal, GCPK
Shri. G. R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad
Student Coordinators

M« C. Nikhitha and Mr . Satheesh

*‘ K (_; ; ;‘.7'.-,‘-' tl\"_ 1) s
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Curriculum for Soft Skills & Communication Skills

- Session Topic name Approach
1 ' Self Awareness » Aptitude and personality
& Psychometric Test assessment, suggestions for
improvement
2 Industry Expectations & » Academics and industry-current
Career Planning scenario
» Gaps
» Afew myths
> Industry expectations on the skill
base
3 Communication s Recognizé—the importance of body
Professional: in an language, and manage body
interview language for success in an
interview
4 JAM » Practice session
5 Grooming and etiquette > Identify the importance  of
appropriate  dress sense and
grooming in an interview
6 Group discussions » Know the importance of GD for
final placements
7 MOCK GD » Practice session
8 Resume Writing | » Customization of resume to the
1{1;:‘"{\ candidate

,\;M*IY
PRINCIPAN




Interview Concepts

V g

Elaborate on the interview

9
concepis

10 MOCK interview ( > Practice session

personal)

11 Interview: personal » We discuss introducing self and
more about self in personal
interviews

12 Interview: HR > Different questions asked by HR
and how to give answers to them

13 Interview:telephonic > Telephonic etiquette

T, Job interview & video > Mock interviews can be conducted

mirroring here to give practical exposure t0
students

15  Personality assessinent » Londu&lng SWOT dumsis and

round

makingstudents realize how Lo
bring the interviewer to students’

comfortable zone

Geethanjall ol .
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Geethanjali College of Pharmacy

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH ,

B. Pharmacy Accredited by NBA, Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by
DSIR-SIRO & HI/BI of MSME, Certified by ISO 9001:2015

Cheeryal (V). Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

Student Enrolment Form

Name of the Programme: An Add-on Course on Soft Skills and Communication
Skills

Date of Commencement: 8/9/2022 to 29/10/2022

Eligibility: B. PHARM — I1I

S.NO NAME ROLL NUMBER SIGNATURE

CHINTHALA e
I SREESHANTH 19Z51R0047 1575 ,/S““ ,
2 ADUNALA SUMANTH 20Z51R0001 ol
3 BADAVATH KAMINI 20Z51R0002 8 Kamin
4 BAITHI RAKESH 20Z51R0003 R foberd .
5 BANDARI DEEKSHITHA | 20Z51R0004 @)-UM_
6 BEERLA SANDHYA 20Z51R0005 B Candisye~
i BODUSU KAVYA 20Z51R0006 B Kavuo
8 BOMMALAPALLY POOJA | 20Z51R0007 il
9 CHINTHA SRIVANI 20Z51R0008 oK YOt
10 | CHOURIAPPA JOEL JOHN | 20Z51R0009 ﬁ
11 | DHARAVATH AHALYA | 20Z51R0010 Abslye
12 | ENUGANTI SATHWIK 20Z51R0011 b )

ARIMELLA SAI SURYA :
13 iNUSHA 20Z51R0012 \{W@‘”
14 | GANGULA VISHAL 20Z51R0013 ——Nr
15 | GHULE KARTHIK 20Z51R0014 R
16 3%2513 HANA REVATH 20Z51R0015 G\joa})f\?/
17 | GUDDELLA POOJITHA | 20Z51R0016 G B O —
\ A
8 &EAR MATENDAR 20Z51R0017 ) abend >
19 | GUNDA JYOTHI 20Z51R0018 —TYotat
20 | GUTHI SANKEERTHANA | 20Z51R0019 Baukecatlina,
21 | JASMICA REDDY YERASI | 20Z51R0020 éfamém
22 glljgngggiAN 20Z51R0021 7 RORER
23 | KAMBALAPALLY 20Z51R0022 Mo
Y
A PRINC! :-’;{7
| Gasthaniali Criinaa of Pr.




JYOSHNA

24 | KALAKUNTLA SRIVALLI | 20Z51R0023 fufimllh
25 K ANDI SUBHASHINI 20Z51R0024 - fubteatnid v
26 | KARNEDI ESHWAR 20751R0025 k (i Eﬁéé )
27 | KAVALI MADHAVI 20751R0026 X Mot~
28 | K VASUNDARA 20751R0027 .5& i\ M
29 | KUNCHA HARIKA 20Z51R0028 M"
L~
30 | KUNTA MEGHANA 20751R0029 v Me? Q(W
LAGUSANI YASHWANTH L W
31 | Goub 20751R0030 : ;

32 LOTHUMALLA MANASA | 20Z51R0031 L. Ma%L—J
33 MENGANI HAREESH 20Z51R0032 sy A daved—0
MENDU SUCHITRA SRI W@

34 | BHARGAVI 20Z51R0033 A
MOHAMMED ABDUL W
35 | RASHEED 20751R0034 il
MUNIGONDA ANURAGA 4
36 | ARAVINDHA " | 20251R0035 YO i oy
37 | MUSKAAN 20Z51R0036 y\@%mw
38 | NELLELA BHARGAVI 20751R0037 0. onGeun
39 | NIROGI SRI VIDYA 20Z51R0038 N &NW
40 | SAIKIRAN PENDYALA | 20Z51R0039 b
41 | PITLA RAHUL 20Z51R0040 7 Padeh
42 | PULI MEGHANA 20Z51R0041 = NCSF e av
43 | SANGA SINDHU 20751R0044 el
44 | SHAHEEN BEGUM 20751R0045 i
45 | SUNKARA RENUKA DEVI | 20Z51R0046 & R kapeu
46 | TIRUPATHI BHAVANA | 20Z51R0047
VANKA JYOTHIKA P"
47 | RATHNA MADHURI 20751R0048 ﬂéﬂ&“’)
48 | VAKITI KEERTHY 20751R0049 Loubns—
VEERANNAGARI XS 4
49 | KRISHNAVENI 20Z51R0050 (VS
50 | ARPULA GAYATRI 20751R0051
51 | BIRADAR AJAY KUMAR | 20Z51R0052 B, -
J o
52 | BAKKURI REENA 20Z51R0033 B -Peenh -
53 | BIIOOPATIII PRAVEEN | 20Z51R0054 Yot
BIRUKURI SRI KRISHNA M\’»
54 | VAMSHI 20Z51R0055
55 | BOGINI SWATHI 20Z51R0056 f% et
56 | BORRA GAGANASRI 20Z51R0057 1S Qg &
57 | DHARMAVARAM SRIYA | 20Z51R0058 B4,

ancwanf,‘f) Kegsirs:
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58 | ELLAMULA AKHILA 20751R0059 :

59 | ERAKIPATI NIKITHA 20Z51R0060 £ty .
GADDAMEEDI

60 | JASHWANTH KUMAR 20Z51R0061 Se—

61 GOPU RAJESHWARI 20Z51R0062 {Q,\ '

62 | GORANTLA PRANEETH | 20Z51R0063

63 | GUMMADIDALA YAMINI | 20Z51R0064 /s

64 | GUNDA LAHARI 20751R0065 GpLalau

]

65 | GUNDAWAR SANDESH | 20Z51R0066 & Som——b >
GUNREDDY RAVITEJA = .

66 | REDDY 20751R0067

67 | JILIKA USHA SRI 20Z51R0068 J-gslo s

68 | JELLA CHAITHANYA 20751R0069 ~ .7

69 | K SAIKUMAR GOUD 20Z51R0070 aan
KASHAVENI SHIVA o

70 | KUMAR 20751R0071 K. S edinas~

71 KAMMARI MOUNIKA 20Z51R0072 ¥ YUWOWAT KL -
KANDADI ANUDEEP

72 | REDDY 20751R0073

73 | KHOLA SHIREESHA 20751R0074

74 | KOTHAPALLI VARDHINI | 20Z51R0075

75 | LASHETTI RAGHU 20751R0076

76 | MAHANKALI SATHYA | 20Z51R0077

77 | MANE TRUPTHI 20751R0078
MYAKALA BHANU

78 | PRASAD 207.51R0N79

79 | MUDDHAM HARIKA 20751R0080

80 | MUNIGONDA LAHARI | 20Z51R0081

81 | NANAGIRI NIKITHA 20Z51R0082

82 | NETHALA SRAVIKA 20Z51R0083

83 | NOWDURI KRUPA RANI | 20z51R0084
PODUPUGANTI

84 | GOWTHAMI 20£51RUUSS

85 | RAUSHAN KUMAR 20751R0086
ROHIT ARUN

86 | KANAWADE 20Z51R0087

87 | SINGIREDDY MANASA | 20Z51R0088

88 | SAL HASITA VEDIIIA 20751R0089

89 | SANAPATHI MOHAN 20751R0090

90 | SANGISHETTI SRIVIDYA | 20Z51R0091
SHAIK RUQAYYA

91 | KHATOON 20Z51R0092

2N751RNNGT

SITAIK. SUMAYYA




PARVEEN

93 | TALARI RAKSHITA RAJ | 20Z51R0096 okl b5
UPPANAPALLI .

94 | HIMABINDU 20Z51R0097 AhinaBinolu

95 | VADAPALLY SWETHA 20Z51R0098 VIE/R
VENUTURUPALLI

96 | KEYURA 20Z51R0099 K’?’H SUS

97 | YELLU HARIKA REDDY | 20Z51R00A0 LVl

Co-Ordinator
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Geethanjali Colleqe of Pharmacy

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH &Accredited by NAAC A+,

B. Pharmacy Accredited by NBA, Recognized Under UGC Section 2F & 12B o[ UGC Act, 1956, by
DSIR-SIRO & HI/BI of MSME, Certified by ISO 9001:2015

Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

Date: 7/11/22

REPORT

Name of the Programme: Add-on Course on Soft skills & Communication Skills

Duration: 08/09/22 to 06/11/22
Resource person details: Dr.P. Kiranmai, Asst. professor,

Anurag University

Number of students attended: 78
Geethanjali College of Pharmacy organized “Add on Course on Soft Skills
& Communication Skills” for I'V year B. Pharmacy students by the resource
person Dr. P Kiranmai from 08/09/22 to 06/11/22. This training was conducted to
train students for upcoming campus recruitment drives. All the students

participated energetically and they were able to know the following objectives and

learning outcomes

:
PRI ﬁn L
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Objectives:

» To train students on analytical, logical, verbal, & critical reasoning.

» Train students inthe program include problem-solving and time-saving
techniques

> Preparedness to become suitable for pharma and non-pharma jobs

» Graduates have to enhance their employability skills before leaving
educational institutions

> To bridge the gap between industry and university

» To develop confidence, communication skills, teamwork (how you manage

and engage fellow participants), and technical knowledge of the subject.

Learning outcomes:

* Organize and write an effective cover letter and resume

e Exercise judgment and logical decision making in selecting from alternative
techniques for group discussion & interview

* Understand organizational procedures and policies as related to how the
employers process campus recruitment and employer preferences

e Use self-assessment to identify strengths, weaknesses, transferable skills,

and prime marketable characteristics.

This course was very much informative to the students and their feedback
was positive about the course. The munagement and Prof Dr. M. Ravi Kumar
Principal of Geethanjali College of Pharmacy appreciated the resource person Dr.

Govardan and the participants for making the program successful.

- na.éwﬁ &y

’ .
Programme Coordinator
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DSIR-SIRO & HI/BI of MSME. Certified by 1SO 9001:2015

Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301
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Geethanjali College of Pharmacy

Approved by AICTE, PCI New Delhi. Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA
Recognized Under UGC Section 2F & 12B of UGC Act. 1956, by DSIR-SIRO & HI/Bl of MSML..
Certificd by ISO 9001:2015
Cheeryal (V). Keesara (M). Medchal-Malkajgiri Dist., Telangana State- 501301

DATE: 10-10-2022

CIRCUILLAR

This is to inform Pharm.D V year and Pharm.D (P.B) II year students that,
they will have “Add-on Course on Statistical Analysis System (SAS)” training
classes from 17" October to 26" November 2022. Interested students enroll your

names by 14/10/2022.

Venue: GCPK seminar hall, Block- 11, 3™ Floor
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AN ADD-ON COURSE

ON

STATISTICAL ANALYSIS SYSTEM(SAS)
From 17/10/2022 to 26/11/2022

ORGANIZED BY

GEETHANJALI COLLEGE OF PHARMACY
Cheeryal (V), Keesara (M), Medchal Dist
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PROGRAMME OBJECTIVE:

Statistical Analysis System (SAS) plays an essential role in the data

processing phase of clinical research.

The SAS® System, originally Statistical Analysis System, is an integrated

arrangement of software products that enables a user to perform:

v" Data entry, retrieval, management. and mining
Report writing and graphics

Statistical analysis and operations research
Forecasting and decision support

Data warehousing

Systems management and enterprise solutions

RN N SR

Big data and business analytics

As a statistical software package, SAS allows the user to manipulate and
analyze data in many different wayvs. Because of its capabilities, SAS is used in
many disciplines, including medical sciences, biological sciences and social
sciences. The SAS system provides a flexible framework for integrating clinical,
samplg.and cxperimental data. Knowing the SAS programming language will help

you not only in your own rescarch, but also in the development of additional

research skills.

LLAA
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RESOURCE PERSON

Mr P. Siva Rama Krishna
Digital Solutions I.ead Consultant

NTT Data Global Dclivery Solutions

ORGANIZING COMMITTEE

Prol Dr. M Srinivas

Programme Coordinator

Prof Dr. M. Ravikumar
Principal, GCPK

Shri. G. R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad

STUDENTS COORDINATORS

Ms. Kurapati Ruchitha

Ms. M.V. Chandralekha

N
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Curriculum for Statistical Analysis System (SAS)

Topics

Introduction to clinical lesealch and SAS.
Roles and Responsibilitics of key stakeholders

Introduction to Data, ‘Databases and Data lypeq

" SAS Fundamentals. SAS Macros SAS Functions

" Features, Uses, Terminolog y and Kcv ‘Words

~ Macro Conceptq Macros -Macro Variables, and Creatmg Macro
- Variables
Opelatms Functions and Predicates Statistical Analysm

‘Data Mmmé Predictive Anal\ tics and Machine Learnmg

Cleanmg data, Idcntlf\fmo and Manaomg Dlscxepanmes

[)c!ld lu[cwa{mu Dala ﬂualn Y, and Duta (10"cmumt

Dala Manaoement Predictive Mode ilm0 ‘and Business Intelligence

()ptlmuatlon and Simulation, Data Scientist Fo;ecastmg

( 1Patmﬂ RTF hlc CIC‘HI]W‘ Html h!e and Creallno PDP F|le

Cxcatmo chmts and Transferring data

Casc studies

TAuditTiall, Droc ANOVA
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE. PCI New Delhi. Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by DSIR- SIRO & HI/BI of MSMI-.
Cheerval (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

Student Enrolment Form

Name of the Programme: Add-on coursc on Statistical Analysis System
Date of Commencement: 17/10/2022 to 26/11/2022

Eligibility: Pharm.D V and Pharm.D (PB) II Year

_gNo_T - N_amc of student i j Hall t_lcl\et pq_ll_a_ber |
. A PREMA HADASSAH IBZoTTO0M
= ANNEPOGU %AND[IYA ‘ 1875170002
F s ey R —— 1 T —
[ 3| BaNmBA 000 | ISOITHBS
4 | CHUKKAYAGART SWATWIKA | 1ERTTEs
B MP\IIY]M\HPRA\J,\IHI | 182517000
6 | JALIGAMA MADHURT L8251 TNe
7 MNm LA IYO‘I o | eI
g KETHA RAH SHWARL 1875110008
—— + e S — e e e e ———— - e {
C9 K()\K/\ll DRU] HIKA 1875110009 ks
e } e D T '7‘——; i A S R —__' e |
10 1&()1 NKUNTLA UIWA o I8Z51T0010y Jjwaks
ror T j T __'7'74_']" e P 9 — 1" _""—':’ Free
' KUR. \P/\I] RU CHIIH - 18Z51T00IT kRt
12| MIDDE MANASA 185110012 |
s | MOKARA VENKATA CHANDRA O 1g/s1T0014 y
.. LEKHA — .
14 | NALLAPU SAI TARUNYAREDDY | 1875170015
15 NARKULA SHIVANI GOUD | 1823170016
06 | ODHALANIKITHA 1 aszsitool7 | ok
17 | PATURIFNOS 1 IR751T0018 Lt
18 REDDY SINDU____ | Tiezsimoory | el
719 | SHAIK SAAKHIYA HUSSAIN | 1875170020 | 3o t
0T VELIGHTIKAVYASRL | _iwstto2l | KeYEe
[I- Pharm.D (P. B)
'SNo|  Namcofstudent [ Hall I ticket number | Signatu
e S| ASMAFATHIMA __ | 21Z55T0001
<] DOMMARANANDYALA BABA | 21255T0002
© MAHAMMAD
; SABA ANJUM 2175570003
1 SAMEERA SUL TANA s | "1/55'f0004___
W
AR PRINCIPA
% ‘.u,:,? 4. SEA Geefhanjﬁii ﬂ:(}!!&gt‘ of Iphafmacy Prog Tmme Coordinator
Tl Cneeryal(V]), Kee: ta dedchal Dist. T.5.-501301,



Geethanjali College of Pharmacy

Approved by AICTL. PCI New Delhi. Permanently Affiliated to JINTUH & B. Pharmacy Accredited by NBA
Recognized Under UGC Section 2F & 12B of UGC Act. 1956, by DSIR-SIRO & HI/BI of MSML,
Certified by 1SO 9001:2015
Cheeryal (V). Keesara (M). Medchal-Malkajgiri Dist., Telangana State- 501301

REPORT

Date: 30/11/2022
Name of the Program: Statistical Analysis Sysiem (SAS)
Duration: 17/10/2022 to 26/11/2022
Resource person details: Mr. P. Siva Rama Krishna
Geethanjali College of Pharmacy. Cheeryal. Keesara, Hyderabad organized *Add-on
course on Statistical Analysis System (SAS)” for Pharm.D V vear and Pharm.D (P.B)
[I-vear students. Based on the industry need currently, this program was organized for
Pharm.D. Total 24 students participated in this training program. All the students actively
participated. Upon completion of the program. they were able to understand the following

objectives and learning outcomes.

Objectives of the Programme:
1. Define best practices as they apply to CDM processes.
2. Describe CDM processes from study start-up to database lock.
3. Apply best practice rationale when assessing data collection requirements /
mnstruments.
4. Livaluate the benetits of standardization in establishing CDM processes.
5. Discuss  current  technology  methods ol data collection and — associated

documentation,.
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Learning Outcomes of the Programme:

[

n

8.
.

FDA guidelines. protocol review, and data management plan creation and content.
Case report form design (CRF/eCRF), and edit Check creation.

Flectronic data capturing an application, implementing the system. and study
conduct.

Database validation. data entry processes (EDC/Paper-based studies). and data
standards (CDISC/CDASH).

Data quality and metrics.

External Data. Data transfer agrecments. patient-reported  outcomes. and
laboratory data.

Safety data management and reporting. serious adverse event reconciliation. and
medical coding dictionaries.

Databasc lock. clinical data archiving. and data storage.

Project Management for the Clinical Data Manager including Vendor selection.

This prograin was vay usclul o the students aud feedback was positive about the

program. |he management and Prof Dr. M. Ravi Kumar, Principal of GCPK thanked the

resource person Mr. P. Siva Rama Krishna. and the participants for making the program

successtul.

/'&' -

Programme Coordinator
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GEETHANJALI COLLEGE OF PHARMACY
Approved by AICTE, PCI New Delhi, Fermanently Affiliated to JNTUH,
Lccredited by NAAC A+, NBA (B. Pharinacy)

Recognized Under UGC Section 2(f] & 12(E) of UGC Act, 1956, DSIR-SIRO;
HI/BI of MEMIE,ISO 9001:2015 Certified, AMC of FvPI, NIRF
Cheeryal (V), Keesara (%}, Medchal-Malkajgiri Dist., Telangana State- 501301

DATE:28/03/2023

CIRCULAR

This is to inform I M. Pharmacy students that, they will have “ADD-ON
CCURSE CON INTELLECTUAL PROPERTY RIGHTS AND PATENT FILING”
training classes from 1% April to 13® May 2023 on Saturday of every week.

Hence, all of vou are instructed to attend ciasses without fail.
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ADD-ON COURSE
ON
INTELLECTUAL PROPERTY RIGHTSANDPATENT FILING
From: 01-04-2023 to 13-05-2023

| COPYRIGHT |

ORGANIZED BY

N

GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to JNTUH,
Accredited by NAAC A+, NBA (B. Pharmacy)
¢ ed Under UGC Section 2(f) & 12(B) of UGC Act, 1956, DSIR-SIRO;
HIMBI of MSME,ISO 9001:2015 Certified, AMC of PvPI, NIRF
Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301
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l Introduction to Intellectual Property Rights (IPR):

Intellectual Property Rights (IPR) play a vital role in enhancing the socio-economic prosperity of the
country. Creativity and innovations are new drivers of the world economy. With the increasing relevance of
Intellectual Property in this era of globalization, it is important to recognize the role which Intellectual
Property systems play in the growth of the Nation. Thus, there is a need to create large public awareness
about the pivotal role of IPR in the globalized knowledge economy. With the view to creating awareness of the
significance of IPR to the people from various sectors in the country, the Department of Pharmaceutical
Regulatory Affairs, Geethanjali College of Pharmacy is organizing 30 hours Certificate course on “Intellectual
Property Rights”.

Objectives: Theme/Scope:

The objective of this certificate program is to The goal of this short-term training programme
impart greater awareness about the issue of isto bring together the faculty members, and students
Intellectual Property Rights (IPR), which has gained of our college to create awareness about the pivotal
special importance for all domains of socio-economic rtole of Intellectual Property Rights which includes
development. It aids to understand of patentability drafting patent specifications, filing Patents,

iteria detailand viable aspects of the patent. Also, Copyrights, Trademarks, etc.
| the patent system and the possible patent routes
will be explained in more detail. This program
involves invited lectures by distinguished legal
|experts in the field of the drafting of patent
specifications, filing of Patents Copyrights,
Trademarks, etc.

fTopics to be covered: Targeted Participants:
| %+ Definition, principles, and overview of IPR by v Post-Graduate Science students
leading patent Attorneys. v" Faculty Members
% Background patent system, Patentability v" Research Scholars

criteria (patentable subject matter, novelty,
inventive step, industrial applicability).
» Sulfficiency of disclosure, Content of a patent
application, Patent ownership.
[lustrative case and Confidentiality.
Information about the patent drafting
process by reputed patent attorneys.
Copyrights and Trademarks etc.
Various plagiarism software tools.

*
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Selection: All branches of M.Pharm students are eligible.

Certificate: It will be provided to the participants with a minimum of 80% attendance in the programme.
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PROGRAMME OBJECTIVES:

A Patent is a document or legal certificate given for protecting a design,
utility, or innovation, which comes under the broad umbrella of IPRs. The
course will cover the fundamental principles of patent drafting and discuss in
detail the concepts in patent law & IPR.

1. Vital concepts of Intellectual property.
2. Importance of patents in the knowledge economy.
3. Tricks & tips to describe an invention in a patent application.

RESOURCE PERSONS

Ms. K.Mounika, Asst.Professor
Department of Pharmaceutical Regulatory Affairs
monikakandamuri@gmail.com,
Ph:7670918228

Dr. Y.ShivaKumar, Professor
Head Department of PharmaceuticalRegulatory Affairs
Shivakumar19842@gmail.com,
Ph:8500214801

ORGANIZIING COMMITTEE

Dr. Y.ShivaKumar, Professor
Programme Coordinator, GCP, Hyderabad

Prof Dr.M.RaviKumar
Principal of GCPK,Hyderabad

Shri.G.R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad

STUDENT COORDINATORS
Ms.N.Satwika
Ms. Angelsharon
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SESSION TITLE DURATION

INTELLECTUAL PROPERTY RIGHTS AND PATENT FILING

1 Introduction to Intellectual Property Rights 6

e History of IPR

e Rationale for protection of IPR

e PR in India-Genesis and development

¢ International Organizations, agencies, and
treaties.

e WTO, TRIPS. and WIPO

e Typesof [PRs

2 Introduction to Trademarks 6

e Rights and Trademarks

e Purpose and Functions of Trademarks.

e Rights and protection covered by Copyrights
e Importance of Trade Secret

e Trade secrets usage in trade and business.

Concepts of Geographical Indications. 6
e Geographical Indications registration in India.
e Value ot Layout Designs of Integrated circuits.
e Protection of Plant Varieties.

» Significance of Industrial Designs

¢ Rcgistration and protcction design in India and
abroad.

I
L]

4 e Patents and their importance 6
e Patent Act-1970

e Patent Amendment act 2005

e Patentable and Non-Patentable inventions

e [egal requirements for patents
e Types of patent applications
e Understanding the Patent system in India
e Filing patents outside of India
e Patent Application Process
5 e Searching patents databases for designing 6

research objectives.
e Drafting of claims
e Patent filing procedure in India
e Patent documents.spccifications, and claims.
e Patent prosecution in India:..
o Infringemént o= o N
e International treat es fort patént
e Patent coopérafion weaty, | !

A.OMT |

T . /
/4 Geethanjali College of Pharmacy
C Cneeryal(V), Keesara{t), Medonal Dist, 150501301,

..




GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to JNTUH,

Accredited by NAAC A+, NBA (B. Pharmacy)

Recognized Under UGC Section 2(f) & 12(B) of UGC Acti, 1956, DSIR-SIRO;
HI/BI of MSME,ISO 9001:2015 Certified, AMC of PvPI, NIRF
Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

Student Enrolment Form

Name of the Programme: Add-on Course on Intellectual Property Rights and

Patent Filing

Date of Commencement: 01/04/2023 to 13/05/2023
Eligibility: M. PHARM -1 YEAR

HALL TICKET

S.NO NUMBER NAME SIGNATURE
2275150301
1 C. SREE PRAVALIKA Pov—
2275150302
2 CHETHALA NIKITHA mhﬁl’""
2275150303 -
3 CHIDURALA ARUN KUMAR (\ s _
2275150304 g{o
4 CHINTHALA SAINATH REDDY 6 S|
2275150305 N\
5 GOWRI JAYA KUMAR NAIR
; 2275150306 ek
6 KATA MALLIKARJU [ )
2275150307 Bk -
7 MUKESH CHAUHAN = 4
2275150308
8 PATEL SONIA B Ll
9 2275150309 | PUNDRU NIKITHA | I.zb@‘wq
10 DDZ5180310 SURJAN STELLA /ﬁ') b,
=
11 | 2275150311 | THATIKANTI SUSHMITHA T
2275151201 A.SOWMYA ﬂig;&é_.‘
12 'ffm_
2275151202 | BURRA APARNA
2275151203 G.RAJITHA o \
14 (e L=
2275151204 G.MOUNIKA .ol
15 M+
2275151205 | MANNAVA LAHARIKA CHOUDARY =
16 ,723%&/\9}/:’
;| 22251S1206 | PAKA RAMYA N %
2275151207 | PEDDAVENI MAHESH
18 H)M“/’
2275181208 [ SUREDDY swm REDDY
19 e A5 % ‘/i-\)d&z—v—‘k
20 | 2225151302 St ot =
2275151303
21 -
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2275181304 ? W
22 K.PRATHYUSHA .
2275151305 ‘d o
25 M.VARHITHA { (D}«W
2275151306
24 N.SATHWIKA & A
2075151307 =0
25 P.ANGEL SHARON
26 T . TEJASRI \ ﬂ A,

Programmé€oordinator
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to JNTUH,
Accredited by NAAC A+, NBA (B. Pharmacy)
Recognized Under UGC Section 2(f) & 12(B) of UGC Act, 1956, DSIR-SIRO;
HI/BI of MSME,ISO 9001:2015 Certified, AMC of PvPI, NIRF
Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

REPORT
Date: 20/05/2023

Name of the Program: Add-On Course on Intellectual Property Rights and
Patent Filing

Duration: 01/04/2023 to 13/05/2023

Resource person details:

Ms. K.Mounika , Dr. Y.Shiva Kumar

Asst Professor Professor

Department of Pharmaceutical Department of Pharmaceutics
Regulatory Affairs Geethanjali College of Pharmacy
monikakandamuri@gmail.com, Email: Shivakumarl9842@gmail.com
Contact:7670918228 Contact: 8500214801

Geethanjali College of Pharmacy, Cheeryal, Keesara, Hyderabad
organized “ADD-ON COURSE ON INTELLECTUAL PROPERTY RIGHTS AND
PATENT FILING” for M. Pharmacy I Year students by Ms.K.Mounika, Asst.
Professor, and Dr. Y. Shiva Kumar, Professor, Head Department Of
Pharmaceutical Regulatory Affairs from 1t April to 13th May 2023. This
program was designed to educate the students about the advanced information

on the said topic in addition to the regular curriculum. A total of 26students

7 ,,.cf:;‘:‘.‘_.";";‘;w.,
participated in this course. Upon.'c@: "”Iﬂ%, of the course, the students were
[ A0 e - ¥,
/8 e N :
able to understand the follov&‘f'_{ia"g aﬁ;}ptﬁe&% | learning outcomes.
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Objectives:

e To understand the vital concepts of intellectual property.
e To know the various types of IPRs.

¢ To know the process of searching and filing patents.

e To acquire the preliminary skills of patent drafting.

e To obtain knowledge about parents.
Learning Outcomes:

e Understand the procedures to convert the research outcome into
patents.
e Impact greater awareness about the issue of IPRs.

e Understand patent drafting and commercialization of research work.

This program was very useful to the students and feedback was positive
about the program. The management and Prof Dr. M. Ravikumar Principal of
GCPK thanked the resource persons Ms.K.Mounika, Dr. Y. Shiva Kumar, and
the participants for making the program successful.

-
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ProgrammeCoordinator
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Geethanjali College of Pharmarcy
Approved by AICTE. PCI New Delhi, Permanentiy Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by DSIR-SIRO & HI/BI of MSME,
Certified by ISO 9001:2015
Cheeryal (V), Keesara (M). Medchal-Malkajgiri Dist., Telangana State- 501301

DATE:15-10-2022 -

CIRCULAR

This 1s to inform PharmD IV-year students that, they will have
harmacovigilance training classes from 17" October to 26" November
2022. Interested students enroll your names by 16/10/2022.

Venue:GCPK SEMINAR HALL

Mmrby &g
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AN ADD-ON COURSE ON
“PHARMACOVIGILANCE”

From 17/10/2022 to 26/11/2022
OFFLINE Mode Only

Pharmacovigilance

ORGANIZED BY

GEETHAN]JALI COLLEGE OF PHARMACY
Cheeryal (V), Keesara (M), Medchal Dist
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Geathanjali Golinge of Pharma:.y
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PROGRAMME OBJECTIVES

Pharmacovigilance improves patient care and safety about the use of

medicines and all medical and paramedical interventions: improve public

health and safety about the use of medicines: detect problems related to the

use of the medicines and communicate the finding in a timely.

1. Create a nation-vide system for patient safety reporting.

2. Identify and analyze the new signal (ADR) from the reported cases.

3. Analyse the benefit-risk ratio of marketed medicines.

4. Support regularly agencies in the decision-making process on the use of
medications.

RESOURCE PERSON:

Dr.Abdul nazzer ali, Professor
Department of Pharmacy Practice
Abdul.nazeralil 6@gmail.com
Ph: 9483453282

MD. Abubakar , Associate Professor
Department of Pharmacy Practice,
Abukhan253@gmail.com,
Ph:8712247800

ORGANIZATION COMMITTEE
Programme Co-Ordinator, GCP, Hyderabad

Dr. M. Ravikumar
Principal of GCP, Hyderabad

Shri. G. R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad

Dr. Abdul nazzer ali
Geethanjali College Of Pharmacy,Hyderabad

- &THNFENT CO-ORNINATORS
YA Zees__l’téﬁéa,,jfa:;hima,N.Rajesh
" D \ X

zeethaniali Cottege of Pharmarny
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Curriculum design for Pharmacovigilance:

S.No TITLE Duration
1 Introduction and History of Pharmacovigilance 3
2 Adverse events in Clinical Trials vs Post Marketing 2
3 Guidelines for Pharmacovigilance 2
4 Basics of Pharmacovigilance 3
5 CSR, Minimum reporting criteria,Sources of ADRs 3
6 ICSR, Minimum reporting criteria 2
7 ICSR seriousness 2
8 ICSR seriousness-Case examples 3
9 Information in reporting forms 3
10 Information in reporting forms-case examples 2
11 ICSR-Expectedness 2
12 ICSR-Case examples 3
13 ICSR-Reporting timelines 3
14 MedDRA 3
15 Assessment-1 3
16 Introduction to Pharmacovigilance Database 2
17 Book-in 2
18 Introduction to the cas_fv::_‘_fg}_'fn 2
19 Case entry I-Spqrﬁtaneous case ! 2

FRINCIFPAL
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20 | Case entry 2-Clinical trial case 2
21 Case entry3-Literature case 2
22 Narrative writing 1-Spontaneous and clinical trial cases 2
23 Narrative writing 2-Literature case 2
24 Case processing-Explained with example-1 2
23 | Case processing-Explained with example-2 2
26 Development safety update reports 2
27 Periodic safety update reports 2
28 Signal Detection | 2
29 Final Assessment 3
30 Mock Interview 3
31 Resume writing 2
32 Interview questions and job guidelines 2

PRINCIFA
Geethanjali Cotiege of Pharmacy
Cneeryai(V), Keesara ), Hedchat Dist, 1.8.-801301,




Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA
Recognized Under UGC Section 2F & 12B of UGC Act. 1956, by DSIR-SIRO & HI/BI of MSME,

Name of the Programme: Add-on Course on Pharmacovigilance

Geethanjali Colleqe of Pharmacy

Certified by 1SO 9001:2015

Cheeryal (V). Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

Student Enrolment Form

Date of Commencement: 17/10/2022 to 26/11/2022
Eligibility: PHARM.D -1V & PB IST YEAR

S.No | Hall ticket number | Name ! Signature 1
R 19Z51T0002 BOLLU RAMYA | Fosala

2 19Z51T0003 CHERUKUPALLY MANOJ KUMAR REDDY | JA-onk—

3 19Z51T0004 DOMMATA RUCHITHA REDDY == |
4 | 197Z51T0005 ETIKALA BHANUSREE Rhouaud
'S 197Z51T0006 | GOLLAMANDALA ANGEL | Oreel |
|6 | 19Z51T0007 GUNDA RITHESH === |
| ¥ 19751T0008 K MEENAKSHI | Meer—etali %
8 19251 1000Y KEREN DARLA | e |
9 19251T0010 KUKKADHUVULA MANASA | MAesaza

10 19Z51T001 1 LINGALA LAXMAN T

1 1925170012 MADHIREDDY PRATHYUSHA REDDY | 4/ usle.

12 197510013 MALOTHU RAVINDER e e W

13 1975170011 | MOGULLA LIKINITIA s

14 | 19Z51T0015 | NARAGONI SRAVANI STEARAARL
15 19251T0016 PEGADAPALLI HEMASRI AL - |
16 1975170017 POTHARAJU KAALI SNEHA ol

! { 19Z51T0018 RAJESH NENAVATH EAA

18 | 19Z51T0019 REPALA AMULYA Arrudyon

19 1925170020 S SHRAYESH YADAV Shregesl.

20 19Z51T0021 SILMARTH MALLIKA 7= =y

21 19751T0022 SIRIGINEEDI UDAY BHASKAR Ldary

2 | 1925170023 UM E KULSUM W

23 19751T0024 YADAVALEY:VAISHNAVI Vs Bonanr

24 | 19751T0025 ZEESHANFATINA, = ccchas
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25

19251T0001

| BASIREDDY SAI SREE

Lo Suee

26

2275110001

FAIMIDA BEGUM
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Geethanjali Colleqe of Pharmary

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by DSIR-SIRO & HI/BI of MSME.
Certified by ISO 9001:2015

Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist.. Telangana State- 501301

REPORT
Date: 4/12/2022
Name of the Program: PHARMACOVIGILANCE

Duration: 17/10/22 to 26/11/22

Resource persons details

Dr.Abdul nazzer ali, Professor
Department of Pharmacy Practice
Abdul.nazeralilb6@egmail.com
Ph: 9483453282

Abuhnkar M1, Asaocinte, Protesaor
Department of Pharmacy Practice,
Abukhan253@gmail.com

Ph:8712247800

= of Pharmacy
nal Dist, T.5.-801 31,
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Geethanjali College Of Pharmacy, Cheeryal, Keesara, Hyderabad organized an
add-on course on Pharmacovigilance for PharmD IV Year students and I P.B by
Dr.Abdul Nazeer Ali, Professor, Md. Abubakar , Associate Professor and from
17/10/22 to 26/11/22.PV involves ongoing monitoring of available drugs to ensure
their safety for use, especially since previously undetected adverse events can
occur at any time.25 students participated in this training program. All the students

actively participated. Upon completion of the program, they were able to

understand the following objectives and learning outcomes.

Objectives.

e Understand regenerate reports and signal detection.

e Processing of individual case safety reports

e Databases used for case processing.

¢ Understand drug safety, the history and evolution of Pharmacovigilance, the
role of health authorities, and their guidelines.

Learning Outcomes:

1. Understand and determine seriousness,expectedness, and causality.
2. Classify ICSRs and complete reports.
3. Process cases in the safety database.

This program was very useful to the students and feedback was positive about the
program.The management and Dr.M.Ravi Kumar, Principal of GCP thanked the
resource person Dr.Abdul nazzer ali Abubakar Md, Associate Professor and

participants for making the program successful.

Co-Ordinator
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to JINTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act. 1956, by DSIR-SIRO & HI/BI of MSME,
Cheerval (V), Keesara (M). Medchal-Malkajgiri Dist., Telangana State- 501301

DATE: 10/10/2022

CIRCULAR

This is to inform VI year PharmD & III year P.B students that, they
th

will have “Add-on Course on Medical Coding” training classes from 17

October to 25" November 2022. Hence, all of you are instructed to enroll

and attend classes without fail.
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Add-on Course on Medical Coding

From 17/10/2022 to 25/11/2022

MEDICAL
UCODING

ORGANIZED BY

GEETHANJALI COLLEGE OF PHARMACY
Clweryal (V), Keesara (M), MedchalDist

st

Geethanjali College of _Pharma::\;
(reeryallV), Keesaral M), Nedehal Dist. 1.5.-50030%




About Medical Coding Program:

As a Medical Coder you are responsible for reviewing the documentation
the physicians have provided and assigning the correct diagnosis and procedure
codes, entering the necessary information into the patient’s account and
submitting the claims to the Insurance Companies. You are then responsible for
tracking and receiving payment from the Insurance Companies and billing the
patient when necessary. You will also be responsible for reviewing any denials
and researching to make sure that the claim was submitted correctly the first
time. If any necessary changes can be made, you are responsible for making the
changes and follow up with Insurance Companies.

Resource Persons:

Dr. R.Naga Kishore, Assoc. Professor, HoD
Department of Pharmacology
r24kishore@gmail.com

Ph: 9908307838

Dr. B. Bharath Bhushan Mohapatra, Professor
Department of Pharmacology
drbbmohapatrao7@gmail.com

Ph: 8019802471




Mrs. T. Anoosha, Asst. Professor
Department of Pharmacology
anooshat.cology@gmail.com

Ph: 8466911377

PRINCIF
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ORGANIZING COMMITTEE
Dr. R. Naga Kishore

Programme Coordinator
Prof Dr. M. Ravikumar
Principal of GCPK, Hyderabad
Shri. G. R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad
STUDENT COORDINATORS
Gudupalli Vaishnavi
Kotupalli Sindhuja
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Curriculum for Medical coding

S.N Medical Coding Duration
1 | Introduction and History of Medical coding 1
> | Infectious and Parasitic Diseases , Neoplasms ,Immune Mechanism -,
3 | Endocrine, Nutritional, and Metabolic Diseases and Immunity Disorders - | 2
4 | Diseases of the Blood and Blood-Forming Organs, Mental Disorders 2
5 | Diseases of the Nervous System, Sense Organs and Circulatory System 2
6 | Diseases of the Respiratory System, Eye and adnexa 2
7 | Diseases of the Ear, Mastoid Process and the Digestive System 2
8 | Diseases of the Genitourinary System 1
9 | Complications of Pregnancy, Childbirth, and the Puerperium ?
10 | Diseases of the Skin and Subcutaneous Tissue 1
11 | Diseases of the Musculoskeletal System and Connective Tissue 2
12 | Congenital Malformations. 1
13 | Certain Conditions Originating in the Perinatal Period 2
14 | Symptoms, Signs, and Ill-Defined Conditions 2
15 | Injury and Poisoning - Tabular List for Supplementary Classifications 2
16 | Classification of Factors Influencing Health Status and Contact with Health 2

Services (V Codes)
17 | Classification of External causes of Injury and Poisoning (E Codes) 2
18 | Alphabetic Index to Diseases, Table of Neoplasms 2
19 | Table of Drugs and Chemicals, Alphabetic Index to External Causes of Injui 2

and Poisoning
50 | Introduction to CPT, Index of CPT and body of CPT 1
21 | Evaluation and management 1
22 | Anaesthesia Guidelines , Surgery Guidelines 2
23 | Radiology guidelines, Pathology and laboratory medicine 2
24 | Medicine guidelines , Category Il codes 1
25 | Category Il codes 1
26 | Modifiers 1
27 1
28 1
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by DSIR-SIRO & HI/BI of MSME.
Cheeryal (V). Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

Student Enrolment Form

Name of the Programme: Add-on Course on Medical Coding

Date of Commencement: 17/10/2022 to 25/11/2022

Eligibility: Pharm D-VI

S.No Hall ticket numbe Name of student Signature l
I 16Z51T0001 Bourampeta Pravalika j@mﬁrm .
5 16Z51T0003 G Manoj M
; 16Z51T0004 G Sahithi g&hﬂ;}/
4 16Z51T0005 Gaddam Tarun Chandra hewded
: 16Z51T0006 Gandla Varshith \f_‘: W/’——Z—""
16Z51T0007 Goluguri Lavanya
; j 16£51T0008 Gudupalli Vaishnavi \JL,?;;?:E |
5 : 16Z51T0009 Javeria Khatoon 4{1\ A{?UV\// !
9 16251T0010 Katregu Ashok QS Q &
{0 16Z51T0012 Kotupalli Sindhuja g! . W
" 16Z51T0013 M Lavanya LOUCMAM__QJ{/
12 16Z51T0014 Maddela Vinay Kumar Wﬂ ¢ ) |
T 16Z51T0015 Manepally Ramya Krishna = Pa YA K=’<lmo
14 16Z51T0016 Meesala Padmavathi Priya P&&WMCR'\L d? /‘]V!f Q
05 16Z51T0018 Mudugu Shameela 3}1&“16@&3&
18 16Z51T0019 Nadkuda Raapelli Prashanth Yﬁ“ ash g
17 16Z51T0020 Patel Ankush W ﬁl
8 1625170021 Swargam Rajini &y/w_ '
19 16Z51T0022 T Rohith Z / !?
20 1625]T002$ : Tangallapally Srividya gg)jvfi \1(/1/1:\&—
7] 167/511; \E‘)‘chjnjz’ériﬁi\?ml PIEEIhJ/ - : %?
- ) < Pﬁgﬁi’g{ﬁ Co-Ordimator
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi. Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act. 1956, by DSIR-SIRO & HI/BI of MSME.
Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

REPORT

Date: 28/11/2022

Name of the Program: Add-on Course on Medical Coding

Duration: 17/10/2022 to 25/11/2022

Resource person’s details:

1.

Dr. R.Naga Kishore, Assoc. Professor, HoD
Department of Pharmacology

Mail.Id: r24kishore(@gmail.com

Ph: 9908307838

Dr. B. Bharath Bhushan Mohapatra, Professor
Department of Pharmacology

Mail.Id: drbbmohapatra07@gmail.com

Ph: 8019802471

Mrs. T. Anoosha, Asst. Prolessor
Department of Pharmacology

Mail T+ annnshat.cology@gmail.com

Ph: 8466911377

SRSk
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Geethanjali Collste of Pharmacy

Chesryal(V), Keesaralh) spdchal Dist. T.8.-504oui



Geethanjali College Of Pharmacy, Cheeryal, Keesara, Hyderabad organized “Add-
on course on Medical Coding” for Pharm D VI Year and I1I P.B students by Dr
R.Naga Kishore, Assoc Professor, Dr. B. Bharath Bhushan Mohapatra, Professor &
Mrs. T. Anoosha, Assistant Professor, from 17/10/2022 to 25/11/2022. Total 21
students participated in this training program. All the students actively participated.
Upon completion of the program, they were able to understand the following
objectives and learning outcomes.

Objectives:

e Excellent jobs and career prospects.
e The Medical Coders has a vast scope of opportunities for professional growth.

e Globally Excellent demand & highly paid jobs (UAE and USA).

Learning Outcomes:

5 One can increase their designation in the professional field through
certifications which not only increase the superiority and self-confidence but

also the salary and pride.

Relying on the medical coding knowledge they earn; the Medical Coders can

Y

spread their wings throughout the world by clearing different certification

programs conducted by AAPC and AHIMA

This program was very useful to the students and feedback was positive about

the program. The management ﬁmi Prof Dr.M. Ravi Kumar, Principal of GCPK

/. ‘_!;;_‘,_ _“"--.. (7;,.’-1
thanked the resource/ Pf( Rl"@aéa Kishore, Assoc Professor, Dr. B. Bharath

LK

it



Bhushan Mohapatra, Professor & Mrs. T. Anoosha, Assistant Professor and

participants for making the program successful.

|8 f@a&/[.-\b/

Programme Coordinator

e
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE. PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act. 1956, by DSIR-SIRO & HI/BI of MSME.
Cheeryal (V), Keesara (M). Medchal-Malkajgiri Dist.. Telangana State- 501301

DATE: 15/10/2022

CIRCULAR

This is to inform I1I" Pharm.D students that, they will have “Add-on Course

on Clinical Data Management (CDM)” training classes from 17" Oct to 26" NOV

2022.
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ADD-ON COURSE
ON
CLINICAL DATA MANAGEMENT (CDM)
From 17/10/22 to 26/11/22

i“ ] m T

ORGANIZED BY

GEETHANJALI COLLEGE OF PHARMACY
t__fi'rﬁ(“.hef-ryal (V), Keesara (M), MedchalDist

-
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Clinical Data Management is involved in all aspects of processing the
clinical data, working with a range of computer applications, database systems to
support collection, cleaning and management of subject or trial data. Clinical Data
Management is the collection, integration and validation of clinical trial data.
~ During the clinical trial, the investigators collect data on the patients' health for a
defined time period. This data is sent to the trial sponsor, who then analyzes the

pooled data using statistical analysis.
Need of CDM:

» Review & approval of new drugs by Regulatory Agencies is dependent upon
a trust that clinical trials data presented are of sufficient integrity to ensure

confidence in results & conclusions presented by pharma company.
Key Members of CDM:

» Project Manager /Data Manager

» Database Administrator

» Database Programmer / Developer
»

Clinical Data Associate.
Respousibilities of CDM:
Study Setup:

% CRF design and development (papet/e-CRF)
+» Database build and testing
% Ldit Ch

e

ecks preparation and testing

‘15l PRI%&C!PAL -
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Study Conduct:

¢ Data Entry

< Discrepancy Management

** Data Coding (using MedDRA and WHODDE dictionaries)
% Data review (Ongoing QC)

< SAE Reconciliation

¢ Data Transfer
Study Closeout:

“* SAE Reconciliation
** Quality Control
%+ Database Lock
¢ Electronic Archival

%+ Database Transfer

Resource Person:

Dr. (. 1.akshmi Prasanna.
Assistant Professor.

Dept of Pharmacy Practice.

MG\ T ) PRINCIPA

seethanijali College of Pharmacy
el Hedchal Dist, 7.5.-501301,

(rieeryal(¥), Keesaram),



ORGANIZING COMMITTEE

Prof Dr. M Srinivas
Programme Coordinator
Prof Dr. M. Ravikumar
Principal, GCPK
Shri. G. R. Ravinder Reddy
Secretary, Teja Educational Society, Hyderabad
Students Coordinators
20Z51T0006 - KH SUSHMA SWARAJ

2075170024 - S SHARVANI
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Curriculum for Clinical Data Management (CDM)

S.No Topics
1 Introduction to clinical research, Roles and
Responsibilities of key stakeholders

) Introduction to Data, Databases, and Clinical Data
Management

3 CRF Designing

4 Data Entry, Transcribing Data

5 CRF data tracking

6 Cleaning data, Identifying and Managing Discrepancies

7 Data Management Plan

8 Electronic Data Capture

9 Tracking CRF Data

10 Managing Lab Data

11 Collecting Adverse Event Data

12 Creating Reports and Transferring data

13 Case studies

14 Audit Trail

15 Audit Trail

~ \Jl
PRINCIPA
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by DSIR-SIRO & HI/BI of MSME.
Cheeryal (V), Keesara (M). Medchal-Malkajgiri Dist., Telangana State- 501301

Student Enrolment Form

Name of the Programme: Add-on course on Clinical Data Management.
Date of Commencement: 17" Oct,2022.

Eligibility: PHARM.D — III

S. No Hall ticket number Name

1 2025170001 AREY NAVYASRI

2 20Z51T0002 BURRA SINDU PRIYA %ﬁf

3 20Z51T0003 DEVKARE AKSHAY ARG

4 20Z51T0004 KALYANI YADAV EERABOINA Kol

5 20Z51T0005 GUNDU RASHMITHA e

6 20Z51T0006 KH SUSHMA SWARAJ Ve

7 20Z51T0007 KHAMMAMPATI KEERTHI Neohs

8 20Z51T0008 KORATALA DIVYA TULASI Db -

9 20Z51T0009 MEDA ANJALI Apjads-

10 20Z51T0010 METTU ASHRITHA i

11 20Z51T0011 NALLANDHIGAL HARINI :

12 20Z51T0012 NAROJU ARCHANA -

13 20Z51T0013 RAPARTHI DHANUSHYA Olroves

14 2075170014 SAMA GEETHA eetip—

5 20Z51T0015 UMME AYESHA | SIN 2

16 20Z51T0016 VELPUGONDA SUPRIYA .

17 20Z51T0017 YEDDANAPUDI SREE HIMAJA

18 20Z51T0018 YELLAM SANDHYA RANI Ysading

19 20Z51T0019 KAMMAMPATI UPENDAR Lflond s

2 20Z51T0020 KARAMPURI PRANAY KUMAR Kifvoost

21 2025170021 MOHAMMED SHAHEZAD Bee=

22 2025110022 MUTA VIGNANDATH 'NMNmal.pd’/lrf
. » 20Z51T0023 PERNAKI AJAY PRABHU KIRAN _ f. A36% Fmbhu kHlon
24 20Z51T0024 S SHARVANI
|25 2075170025 PATHYARA SOHAN W
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GEETHANJALI COLLEGE OF PHARMACY

Approved by AICTE, PCI New Delhi, Permanently Affiliated to INTUH & B. Pharmacy Accredited by NBA

Recognized Under UGC Section 2F & 12B of UGC Act, 1956, by DSIR-SIRO & HI/BI of MSME.
Cheeryal (V), Keesara (M), Medchal-Malkajgiri Dist., Telangana State- 501301

REPORT
Date: 15/10/2022

Name of the Program: Clinical Data Management (CDM)
Duration: 17" Oct to 26" NOV 2022.

Resource person details: Dr. G. Lakshmi Prasanna.

Geethanjali College of Pharmacy, Cheeryal, Keesara, Hyderabad
organized “Add-on course on Clinical Data Management (CDM) » for III"
year Pharm. D students. Clinical Data Management is a critical phase in clinical
research, which leads to the generation of high-quality, reliable, and statistically
sound data from clinical trials. This helps to produce a drastic reduction in time
from drug development to marketing. Based on the industry need currently, this
program was organized for Pharm. D. Total 25 students actively participated in this
training program. Upon completion of the program, they were able to understand

the following objectives and learning outcomes.
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Objectives of the Programme:

[E—y

. Define best practices as they apply to CDM processes.

()

. Describe CDM processes from study start-up to database lock.

L2

. Apply best practice rationale when assessing data collection requirements/
instruments.

4. Evaluate the benefits of standardization in establishing CDM processes.

5. Discuss current technology methods of data collection and associated

documentation.

Learning Outcomes of the Programme:

1. FDA guidelines, protocol review, and data management plan creation and
content.

2. Case report form design (CRF/eCRF), and edit Check creation.

3. Electronic data capturing an application, implementing the system, and study
conduct.

4. Database validation, data entry processes (EDC/Paper-based studies), and

data standards (CDISC/CDASH).

5. Qg_ta- ity and metrics.
4“%&\@8 of P@;Q@
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6. External Data, Data transfer agreements, patient-reported outcomes, and
laboratory data.

7. Safety data management and reporting, serious adverse event reconciliation,
and medical coding dictionaries.

8. Database lock, clinical data archiving, and data storage.

9. Project Management for the Clinical Data Manager including Vendor

selection.

Programme Coordinator

PRINC!PAL]
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