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15 Online Foundation Course on “Pharma Change Control”

NSS CELL
YASHWANTRAO BHONSALE COLLEGE OF PHARMACY

“It’s time to step up to the plate and get passionate about your work commit to making e-learning
courses that don’t bore people to tears but instead inspire people and motivate them to learn
more skill change a certain behaviour and improve their performance.”-Cammy Bean. Hence a
free online foundation e-certificate course on "Pharma Change Control Guidelines” was
organised by Yashwantrao Bhonsle College of Pharmacy, Sawantwadi, Maharashtra in the
lockdown period of COVID -19 on 29/04/2020.

Change control guidance covers recommended reporting categories for post approval changes
for drugs other than specified biotechnological and synthetic biological products. It was
beneficial for all pharmacy students and other pharmacy professionals. Based on these
guidelines a quiz was organised through google form and the link was shared with students and
all pharmacy professionals. The course material reading material link was provided so that the
candidates can read and prepare for the quiz as a part of the online quiz.

The following was the link for online quiz

https://docs.google.com/forms/d/e/1IFAIpOLSAViOmixJM7kPMVViweW5fiDrvRXmNBmMAI
WcH5vgMx1wGmwoA/closedform

Those who scored 50% e-certificate were sent to respective email certified by honourable Dr
Vijay A. Jagtap, Principal of YBCP and NSS coordinator Mrs. Ovi Omkar Paradkar . Most of
the candidates qualified the quiz with 50-80 % .More than 250 candidates had participated and
received an e-certificate. Out of all candidates, students and teachers participated in large
number compared to pharmacist and company employee.
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Yashwantrao Bhonsle College of Pharmacy
Sawantwadi organised it's 1st Online foundation
course on “Pharma Change Control Guidelines™.

It is beneficial for all pharmacy students and
professionals. Change control guidance covers
recommended report categories for post approval
changes for drugs other than specified
biotechnological and synthetic biological products.

Assessment date is 29/04/2020. Link (Given
below) will be opened on 29 /04/2020 for 24 hrs.
Those who score 70% e-certificate will be sent to
respective email.

Assessment link:
https:/docs.google.com/forms/d/e

/1 FAIPQLSAVQMtxJM7Z7KPMVViweWSHADrvRXmNB
MAIWCHSvaMx1wGmwoA/viewform?ve=0&c=0&w=
1

Reading material links. |

1. 1ICH guideline Q10 and Q12 .

https:/database. ich org/sites/default/files/Q10

% 20Guideline. pdf

https:/database.ich.org/sites/default/files/Q12
Guideline_Step4_2019_1119.pd

2. https:/www.fda.gov/media/71846/download

https:/~/www.gmp-compliance. org/guidemar/files/A

PIC-Guideline-Technical-Change-Control-revised

-Nov2018.pdf

https:/www.fdanews. com/ext/resources/files/The
_Food_And_Drug_Letter/2013/Pharma-Change
-Control-Peither-ExecSeries.pdf
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