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Regulation, Analytics and a bit more ...
Critical considerations for successful drug development

Lecture topics

llana Schumacheris a
pharmacist, graduated
from the Hebrew
U niversity's school
of Pharmacy, M.Sc.
and Ph.D degrees
in Biochemistry and
Experienced Quality Assurance and Analytical
specialistin pharmaceuticals, medical devices

e During the presentation, we will and combination products.
Retired from IDF after 26 years of service

walk through some acronyms, such in the Medical forces, serving as a clinical

as ICH, GMP, USP, CMC, API,QA, QC pharmacistin Sheba Medical Centerand as a
head Research and Quality Control Laboratory.

llana worked as a QA and project managerin
terms (Risk management, Analytics, a startup company, setting up, implementing
and managing quality procedures, successfully
preparing the company for regulatory audit.

o Why there are so many various
laws, rules standards, directives and
guidelines?

N

e Do we really need all this requlation
and what could really go wrong if we

won't?

and some of the basic requlatory

Validation, Specifications,

Impurities, Stability, Packaging, etc.) For the last 6 years llana provides consulting

and, hopefully, agree that in order to services, CMC, internal and external audits.
She reqgularly contributes to community

succeed we should become closely education in health care management and

acquainted with them. rational use of pharmaceuticals.
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