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l‘ Editor’s Message \l

ICRFA Family wishes you
A Happy Diwali
And
Prosperous New Year

From the response of the readers and contributors, it is
heartening to know that the new look Sparsh has had the
desired i mpact by stirring u
enthusiasm. This is a great source of inspiration for the
Editorial Panel. We wish to share some of the most commonly
occurring ones with an aim to mini mize their impact through
mutual understanding.
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HUMAN RESOURCE DEVELOPMENT

Article on

ADoes Generation Gap exists bet
whose mistakeistWh at i s the probl en

BY
Dr. Saloni Shama, Sr. Lecturer- Management, Counseling/Developmental Psychologist and Soft skills
I f one observe todayos . . . . I
y senior has this unsaid grudge against the junior
The issue with todayds whop is actually a senior, so it shows up at

patience and are impulsive in their reactions and times in their behavior towards him.
more over they also feel that they are
professionals equal to the experienced
employees and therefore should be treated as
mature adults and professionals and on the
other hand the problem with the senior

generation is that they become perfectionist

with experience and expect the junior s to be
perfectionist which practically is not possible

and they treat them as learners if they make

mistakes , correct them as they feel responsible

to correct as responsible adult. But they do it

like a parent or like a teacher which is not

accepted by the younger adults.

Who is wrong, who has the problem? The
problem | Guess i8s not the Generation Gap as
the feelings mentioned above are natural to all
humans. The problem here is this s
Communication Gap and the problem is lack of
empathy towards each other as WE BECOME
Professionals and  professionals  cannot
empathize. We are becoming more mechanical
and competitive than being humans. No one is
wrong as there is supposedly nothing wrong and
right as what is right for me may be wrong for
you, the only problem is the way we deal with
each other and the way we resolve issues. We

This is one situation; the other situation is when forget to accept each other the way we are
someone senior with age and experience has a  and want people to w ork the we feel it to be
boss who is younger to him or her. What is the right and thus affecting each others creative
problem there? The problem there is that the thought process. We forget to be genuine and
younger generation feels that he/ she is more start playing power games with each other to
qualified and is updated with the latest trend of prove we are better than the other. The better

market and the technology then the Old Way to handle th|S constant POWER STRUGGLE
generation and the senior in age and experience ~ and so called generation gap is trying to

people feel that they have the years of empathizing with each other, trusting each
experience and knowledge which these new ot her, accepting every
comers will take vywatythsy and flaws being transparent and genuine and
are senior to them and should be paid better ~ More over taking care of the self respect of
than them and there lies a dissatisfied heart everyone you work with and treating them  with
wanting to know the answer and therefore the respect and dignity.

new generation is On a senior position and
therefore treats the senior like any other junior
employee, where in the

My personal belief is no human being is a bad
person at heart iitods t|
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Makes him take some actions or his beliefs
which make him react so if we accept
individuals with their unique flaws the problems
would start dissolving on their own, remember
you find it difficult to work on simple habit of
yours and you wish to change the persons
personality. No one can change anyone unless
the other person deci de
just accept, any there is no problem which
cannot be solved in the benefit of both the
parties Lets also accept that We may be
whatever age sometimes its easier to accept
and bend to situations than to fight as when
there is storms even the trees bend, those who
dondt break.

BY

SPARSH‘

Discuss the stuation when it is not hot .Take
time and think as reactions are always
without consultation of brain, take time and
respond to events. We often forget to do this
whatever age or stage of life we may be in.
Work life or personal life conflicts all get
resolve led if we all understand these basic
things. No one grows trying to stop each
others growth. You become a parasite lets
become a tree which f
growth. Lets stop competing with each other
and compete with one own self .Do not gen -
rate Gaps.

Article on

nStep ahead by Indian Government to structurize and organize
functioning of CRO upto quality standardso

Dr. Nitin Nagrecha, Faculty, ICRI- Ahmedabad.

REGISTRATION OF CRO

According to new guideliens which are named
SCHEDULE Y 1 registration of clinical research
organizations which conduct human studies on
drugs, cosmetics and medical devices would
soon be made mandatory in India.

Central Drug Standard Control Organisation
(CDSCOQ published the draft rules and
guidelines for the registration of CROs seeking
comments from the stakeholders of the
industry. The DCGI has informed the
interested parties to file their response with
the drug regulator within a period of 45 days
from the period of publication of the draft
rules.

The organisations have to submit an
application for the registration with the

information as required under Schedule Y -1,
for the approval the
Authority.The draf t rules

Schedule Y 1 have already been approved by
Drug Technical Advisory Board (DTAB), the

expert committee that advises the drug

from licensing

termed as

regulator on technical aspects. India is the
first country in the world to come up with
such registration criteria for CROs.The set of
guidelines mandates strict adherence of
standard operating practices as pre -requisite
registration
research organizations (CROSs).

for obtaining for clinical
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VALIDITY OF LICENCES

Licences will be granted with five years of
validity. B ut the regulator will have the power
to suspend or cancel the licence within the
term if the CRO is found not complying with or
violating the stated guidelines.
Once the licence is suspended or cancelled, the
CRO can appeathe Central Government within
ninetydays.

Schedule Y1 requires that all CROs to be
ounder t he charge of
responsible for the overall activities of the
organization, 00
be thoroughly familiar with the investigational
product(s), the protocol, informed
consent forms or other information provided to
standard
procedures by the sponsors, Good Clinical
Practice Guidelines (GCP) guidelines and other
rules applicable to the conduct of clinical

written

the subjects, the operative

trials.
TRAININGand SOP

CROs are mandated to implement and
document all SOPs designed for quality control
and quality assurance, besides training the
staff & including the investigators o to update
their skills. Training will include protocol

adherence, seeking a free and fair
consent and responding to concerns of research

participants during the

informed

study.

CROs should also check the accuracy and

completeness of the data/documents and keep
all the records (written documents, electronic,

magnetic or optical records, scans,

and t h:

etc.) such as protocols, approvals from the
CDSCO & committee,
investigator(s) particulars, consent forms,
monitor reports, certificates,
letters, reference
completed and the final reports for further
verification.

The draft guidelines also
undertaking from the CROs that they will
have no objection to
authority and/or any person authorized by
him in that behalf to enter and inspect the
premises and to
process/procedure and documents in respect
of any clinical trial conducted for which the
registration certificate has

ethics

audit

relevant ranges,

seeks an

examine the

DECLARATION BY CRO TO ALLOV
INSPECTION BY DCGI AT ANY TIME

The draft rule mandates that the CROs
should undertake a declaration which reads,
0 We shall al | o w authohtg
and/or any person authorised by him in that
behalf to enter and inspect the premises and
to examine the process/procedure and
documents in respect of any clinical trial
conducted by us for which the registration
been

certificate has

This declaration to allow surprise INSPECTION
by any person of regulatory body at times

may create curiosity on part of international
sponsors conducting the trials in India.
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Students Activities

JASHN 09- Celebrating Life

0JashnCedlOoedbr ating |ifeo, is all a b oextendimgthtpe,e ac hi ng
faith and persistence. It is a unique undertaking by ICRlI Ahmedabad from 1st and 2nd
October, 2009.

Jashn 609 celebrates |ife through a noble cause o
a better society. This celebration is enlightened with the lamps of knowledge in intellectual

events, decorated with the glories of fine arts events and spreads happiness and respect via

the rich culture exhibited in the cultural program.

Jashn managed to outreach their invitations for participation to around 35 Life Sience,
Pharmacy and Medical colle ges Jashn had participants from 7 colleges with around 65
students patrticipating from them and around 150 students participated in different events
making Jashn a huge success .You can have a glimpse of Jashn through few pictures below

Events of 1% October, 2009 .

RangaliTatoo Making, Quiz Contest, Antakshari, Collection Exhibitio
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Antakshari

Collection
FExhibition
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Tatoo MakKing
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\v/ Events on2"™ Oct.09

Deep Pragtya, Saraswati Vandna, Mime, Song, BhavaiPDakitel Bdrargda, Tipani
Dance, Drama, Personality Gdnt&sMrs. ICRAhmedabad, Kawali.

Deep Pragtya

Saraswati

Vandna
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