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Introduction

Two days National conference on “ Quality by Design:An essential requirement in Pharmaceutical Industry” was
Organized by Gujarat Technological University and Supported by Parul institute of pharmacy, Parul Institute of
pharmacy & research And Leicester School of Pharmacy, Demontfort University, UK.

Inauguration
Day | : 16th March 2013

The function started with Ganesh Vandana and lighting of lamp by dignitaries like Dr. Akshai Aggrawal, Honorable
Vice Chancellor, GTU,Ahmedabad who presided in the capacity of President for the inaugural program, Mr.Ketan R
Patel, CMD, Troikaa Pharma,Ahmedabad, Chief Guest and the Guests of Honour Mr.K.S. Chhabra, MD, Hindustan
Biosynth, Baroda and Dr. Lal Hingorani, MD, Pharmanza, Khambat, Dr. Devanshu Patel, Managing Trustee, Parul
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Lighting of lamp by Dr.Akshai Aggrawal,
Honorable Vice Chancellor, GTU,

Arogya Seva Mandal, Dr.Rajesh KS, Principal, Parul Institute of Pharmacy and Dr.TY Pasha, Principal, Parul Institute of
Pharmacy and Research were also present for the inauguration ceremony..

After lighting of lamp, all the dignitaries were invited onto the dias and felicitated with books. Parul has a tradition of
welcoming the guests with books instead of bouquets. The welcome speech was delivered by Dr. Rajesh K.S,,

Dignitaries in Inaugural function

Principal, Parul Institute of Pharmacy emphasizing the need of conferences and the advantage of networking in
conferences.After the welcome speech, Dr.Devanshu Patel, Managing Trustee, Parul Arogya Seva Mandal introduced
the delegates to Parul group of institutes and also to the novel initiatives taken by GTU for promoting the culture of
quality education.The Guest of Honor, Mr. K.S. Chhabra, MD, Hindustan Biosynth, Baroda informed the delegates



that the interaction between industry and academia is very important. He also informed that the industry welcomes
researchers and quality students with open hands but it is the duty of the students to pick up skill sets for survival.
Mr. Ketan R Patel, CMD, Troikaa Pharma,Ahmedabad gave tips on different traits and emphasized to develop them.
The traits are attitude, knowledge, skill and learning.With all these 4 traits combined a student can turn into a true
professional. He also urged the students to think out of the box helping create innovation.

PASM launched an official peer reviewed online and print version of a scientific journal named Pharmagene.The
official website hosting the journal, www.genesisjournals.org was launched by the Honorable VC, Dr. Akshai
Aggrawal.The print version was unveiled by Mr.Ketan R Patel, CMD, Troikaa Pharma,Ahmedabad and the guests of
honor.

Dr.Akshai Aggrawal, Honorable Vice Chancellor, GTU,Ahmedabad in his presidential address mentioned the way
world is moving ahead in education and the initiatives taken by GTU to upgrade the skill sets of the professional
education in Gujarat and India. He promised to set up a state of the art laboratory worth 120 crores for the benefit
of research of pharmacy teachers and students.

Plenary Session
Dr.Rajesh KS, Principal, Parul Institute of Pharmacy

He delivered seminar on“Origin of QbD and its introduction in pharmaceutical industries”.He deliberated on how
medicines were manufactured in earlier days and the problems of adverse reactions and poisoning happened by
taking several examples like thalidomide poisoning, diethyl glycol poisoning etc.. Based on these tragedies, different
regulations came into existence for making the process of manufacturing robust. Currently, QbD has made the
manufacturers understand the process along with product minimizing risks and avoiding product recalls.

Session |

Dr.Joanne Broadhead and Dr.Walkiria Schlindwein, Professors from De Montfort University, United Kingdom.

They both presented on the topic “QbD Approaches in product development and manufacture”.They discussed on
how the development of drug product can be made error free and more precise by adopting principles of QbD.The
Role of Quality Risk Management in QbD is to enhance knowledge of product performance over a wide range of
material attributes (e.g., particle size distribution, moisture content, flow properties), processing options, and
process parameters, to assess the critical attributes of raw materials, solvents, Active Pharmaceutical Ingredient
(API)-starting materials,API's,excipients,or packaging materials.

Session 2
Dr.Jayesh Parmar, Colorcon,India

He presented on “Quality by Design perspectives in hydrophilic matrix systems”. Hydrophilic matrix is one of the
several methods available to delay the release of drugs in the body. Most of the extended release systems use HPMC
for extended release delivery systems. Improper selection of the quality of the raw material deviates the release
pattern drastically affecting the quality target product profile (QTTP).The Quality Target Product Profile (QTPP) is
derived from the desired labeling information for a new product. Pharmaceutical companies will use the desired
labeling information to construct a target product profile that describes anticipated indications, contraindications,
dosage form,dose,frequency,pharmacokinetics,and so on.

A poster competition was held for different themes in QbD and DoE.There were a total of 30 posters presented



from different colleges of Gujarat and India. They were evaluated by the speakers of the day and the prizes will be
distributed in the valedictory program.

To sum up the Session | of day | the dignitaries were honored with Mementoes.

The event was yet not complete but continued the next day |17th March 2013 whereat, at the valedictory function,
we will have,as Chief Guest,Dr.A.Ramakrishna, Deputy Drug controller, India.

Day2:17th March2013:

Session |
Dr.MarkAnderson,Stat Ease

On the 2nd day of national conference started with Webinar by Dr. Mark Anderson, Stat Ease. Webinar was
supported by Mr.Amit sonawale and Mr.Anand Salunke ,Systech, India.Dr. Mark Anderson gave demonstration on
Design expert software. In his Webinar, he emphasized on multi variate analysis rather than one factor at a time
(OFAT).He explained strategy of experimentation,screening and characteristic of factorial design and application of
Response surface methodology.He provided different websites which would be beneficial for learning QbD.

=

Momento presented to Mr.Anand Salunke,

Dr. Deepak Gondaliya
(Deputy General Manager,
: Sun pharmaceutical Industries Itd)
Systech, India delivering seminar on the topic of PAT and DOE

Session 2

Dr.Deepak Gondaliya,Deputy General Manager, Formulation and Development,Sun pharmaceutical Industries Itd
According him, PAT (Process analytical techniques) and DOE (Design of experiments) was important factor for
QbD. He focused on control of process through Automation. For understanding QbD, process control,
Identification of Critical control parameters (CCP) and Application of knowledge to control product are necessary
requirements.QbD helps to improves Quality safety, process control,and cost saving process.

Session 3
Dr.Walkiria Schlindwein,Demontfort university, UK.

She emphasized on Experimental design and Analysis in product and process development. She delivered the
seminar using different examples of Case studies for tablets.Also she saw some exploratory data analysis (EDA)
using different instances.|MP software helps to minimize the chances of rejection of Batches.

Session 4



Dr.Walkiria Schlindwein

(Demontfort university, UK) delivering seminar
on the topic of design and Analysis in product
and process development

Dr.Joanne Broadhead, Senior lecturer, Demontfort University. She point out on QbD practice for sterile products.
She give emphasized on ICHQ9 and risk assessment. In addition, Good risk assessment is key to QbD and it should
be done by group of people not by one. She discussed control strategy for parenteral dosage forms. Furthermore
she explained this phenomenon using case studies of tablet.

Session 5

Dr. Joanne Broadhead

(Senior lecturer, Demontfort University, UK)
delivering seminar on the topic of QbD practice for
t1 sterile products

Dr.Joanne Broadhead,Senior lecturer,Demontfort University
Dr.Ravi Naidu,Astrazeneca,Banglore.

Dr. Broadhead talked about various industrial examples of the applications of QbD. She highlighted on biopharma
approach to the implementation of QbD, QbD development process and Quality risk assessment. She pointed out
on process validation to process verification.

Dr. Naidu underlined on case study on development and manufacture of APl.he highlighted on quality target
product profile (QTTP), prior knowledge, preliminary risk assessment, process understanding and sound science,
process development and process understanding framework. According to him, Bad mean Good process
development.

Session 6
Mr.Sabyasachi Goswami,Umetrics,Singapore

He lay emphasized on Design space Estimation (DSE)-pithalls and possibilities. He called attention to Enhanced
tool-contour tool, Traditional tool-sweetspot tool and probability sweet spot tool. He gave emphasize on Design
space for running process.furthermore, Multivariate analysis is necessary for QbD.



Dr. Joanne Broadhead,

Senior lecturer, Demontfort University and Dr.
Ravi Naidu,

Astrazeneca,

Banglore on the dias

Mr. Sabyasachi Goswami, Chief Guest for Valedictory program- Dr.A.Ramkishan,

Umetrics, Singapore delivering seminar on Deputy Drug controller, FDSCO’Ahmedabad’
Mr. Nagesh Nanda, R& D Director, Chemoresearch

the topic of Design space Estimation (DSE)- Spain and Mr.Vinay Gupta, Drug Inspector, CDSCO.

pithalls and possibilities Dr. Rajesh K.S, Principal, Parul Institute of Pharmacy
and Dr.T.Y Pasha, Principal,

. . L . Parul Institute of Pharmacy and Research
Valedictory Address and prize distribution

The Chief Guest for Valedictory program was Dr.A.Ramkishan, Deputy Drug controller, CDSCO,Ahmedabad and
the Guests of Honor were Mr. Nagesh Nanda, R& D Director, Chemoresearch Spain and Mr.Vinay Gupta, Drug
Inspector, CDSCO. Dr.Rajesh K.S, Principal, Parul Institute of Pharmacy and Dr.T.Y Pasha, Principal, Parul Institute of
Pharmacy and Research were also present..

Dr A.Ramakishan focused on budding pharmacists of India. He told that Government of India provided the future
opportunity for pharmacists regarding the job and also emphasized on Growth of pharmacy in India. He also
highlighted on improvement in guidelines of India regarding manufacturing.Mr.Nagesh Nanda shared his experience
related to the different type of activities in industries and the need to get trained in all the departments. He
underlined the significance of QbD in pharmaceutical industry. He was also instrumental in implementing QbD in his
previous company by choice.

The vote of thanks was given by Dr.B.K.Shridhar, HOD (Pharmaceutical Technology), Parul institute of pharmacy.
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