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The development of new drugs is no longer a process of trial and error or strokes of luck in the field of research, it has become a delicate process
depends mainly on the overlapping medical and pharmaceutical sciences and informatics. The explosive development of computer technology
and methodologies to calculate molecular properties have increasingly made it possible to use computer techniques to aid the drug discovery
process. Consequently, it was a principal professional requirement for to establish an educational and research CADD unit. St
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Pharmaceutical representative and  African
mature practitioner discussing results of the
analysis and discussing patients report case.

A medical administrator explaining a female doctor throu
a presentation .

Sales woman presenting new product to
pharmacist
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Good Manufacturing Practices (GMP, also referred to as '¢GMP' or 'current Good Manufacturing Practice') is the
aspect of quality assurance that ensures that medicinal products are consistently produced and controlled to the quality
standards appropriate to their intended use and as required by the product specification ...
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PHARMACOVIGILANCE

SR
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e Pharmacovigilance also known as drug safety, is the
pharmacological science relating to the collection,
detection, assessment, monitoring, and prevention of
adverse effects with pharmaceutical products.

AIM:

= To improve patient care and safety in relation to the
use of medicines, and
inferventions

e To improve publi
medicines
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THERAPEUTIC DRUG
MONITORING
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Therapeutic drug monitoring (TDM) is the clinical practice of measuring specific
drugs at designated intervals to maintain a constant concentration in a
patient's bloodstream, thereby optimizing individual dosage regimens
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ISOLATION AND CHARACTERIZATION OF NATURAL PRODUCTS

| CRUDEPLANT MATERIAL ]

o Extraction & Fractionation:
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Structure elucidation
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[ Lead Compound §

Natural products represents an important source of new lead compounds in drug discovery research. The
isolation and characterization of bioactive compounds from natural resources is extremely challengeable
due to the complexity in traditional methodologies. Several drugs currently used as therapeutic agents have 2B
been developed from natural sources. ‘
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The program develops students knowledge of medicinal chemistry through design, synthesis, pharmacological
And profiling of novel pharmacotherapeutics as applied to helping solve unmet medical needs. For this purpose
many pharmacy graduates established research carrier in the pharmaceutical or biotech industry.
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Green chemistry (sustainable chemistry)
deals with the design and optimization of
processes and products in order to lower,
or remove altogether, the production and
use of toxic substances. It is not the same
as environmental chemistry.

GREEN CHEMISTRY

02/03/2020 to 07/03/2020
Organized by

Green chemistry, is an area of chemistry and
chemical engineering focused on the design of
products and processes that minimize or eliminate
the use and generation of hazardous substances. It
focuses on the environmental impact of chemistry,
including lowering consumption of nonrenewable
resources ...
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INNOVATIVE APPROACHES TO DRUG DESIGN
% 5 « Computer aided drug
design(CAD)

Molecular Modeling

Structure based drug design
Analog drug design
Combinatorial chemistry
Computational chemistry
ARRAY technology
Pharmacogenomics
Proteomics

Recombinant DNA technology

...apg?a.éches is a research focusing upon drug designing methodologies, new drugs developments in chemical and biological

researches. It involves multi disciplinary field ranging from drug designing, development, discovery and also involves medicinal chemistry,
pharmacology, Drug delivery systems, pharmacokinetics and dynamics, pharmaceutical and biomedical analysis, gene delivery....
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HANDS ON COMPRESSION MACHINE AND TABLET
TECHNOLOGY

Tablet Making Machine is driven hand operated by circulating wheel. The compression
pressure on the tablets, is controlled by adjusting a lever, the powder filled in cavity is
controlled automatically by a moving a feeder provided.. They aim to eliminate air in the
powder particles or die. The main compression rollers offer an increased amount of force

for tablet formulation. At this stage, no vibration is required because any movement will
interfere with the tablets’ thickness and size.
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Clinical Trials will be carried out in Healthy Humans 4,
Phase 1: Measures response to the drug. RN/
Phase 2: Measures efficacy and short term side effects. i
Phase 3: Measures same parameters but in thousands of Humans.
Phase 4: Post market survey after getting approval.
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PHARMACEUTICAL RESEARCH & DRUG DEVELOPMENT
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Stage 1 Stages 2 and 3 Stage 4 Stage 5
OMEGA Ve Drug discovery & Preclinical studies Clinical trials Review & Approval  Phase IV
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Pharmaceutical research and development of new medicines is nothing but the Pharmaceutical R&D. It begins
with understanding the disease and choosing a target (usually a receptor site on a cell) that can potentially be,
affected by a drug molecule. Identification of therapeutic agents modulating selected targets. Evaluation.m
human beings Response , Efficacy, Side effects. Review getting approval and post market monitoring:

03/11/2020 to 10/11/2020
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ADVANCEMENT IN NANOTECHNOLOGY

NANOTECHNOLOGY = Mencuechotomyinmediine 8]
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Cevanal Cancer I Feed 10 Learning how to find
Senwea! Activity breast and cervical cancer
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A0 CLINICAL DATA MANAGEMENT AND STATATISTICAL ANALYSIS SYSTEM

m CLINICAL DATA MIANAGEMENT

Clinical Data Management Process
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SAP is crucial, more challenging task and is one of the key Regulatory confidential documents in the development of a
clinical trial. It provides explicit guidance on statistical programming and the presentation of results. The following four
important types of SAP are used in a clinical trial. (i) Data monitoring, (ii)Interim statistical analysis, (iii)Integrated
statistical analysis plan, (iv) Statistical analysis plan for clinical study.
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= PHARMACEUTICS & NOVEL DRUG DELIVERY SYSTEM
L \Y A 5T

i Noveldrug
L deliverysysiem |

Novel Drug delivery System (NDDS) is for delivery of drug other than tradit'i"bna!__ drug delivery system. It refers to the
approaches, formulations, technologies, and systems for transporting a pharmaceutical composite for therapeutic
effects. It is a arrangement of advance technique and new dosage forms which are faf"bet@er than conventional
dosage forms. Advantages are: Optimum dose at the right time and right location, Efficient use of expensive drugs,
percipients and reduction in production cost, useful to patients, better therapy, improved comfort-and standard of
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Pharmaceutical analysis & Drug Development

Bridging

Bioactivity

Pharmaceutical drug analysis (PDA) may be extended towards comparative in-silico predictions for drugs and RS. This
may lead to the evaluation of drug likeliness of nontoxic RS as an incentive to study them additional. It may help to widen
horizon from regulatory toxicology evaluation towards drug discovery. The extension of impurity profiling, after toxicity
evaluation, to ADME estimation, QSAR studies, molecular docking, and bioactivity prediction, has widened the purposes
of drug analysis. The RS which has low toxicity may be in-silico exploited for their therapeutic potential before to entering

into the DD path. ¥
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THERAPEUTIC DRUG MONITORING

A Patient Transpiant
_pouse ____ Transplanl C:. oer ; Cemnl Lavoratory _ Center Patent
= Physician Blood . Samiple —-»FWBEM__— Da.,a @ Data ., Dose
E consultanon (‘,{s«le(‘!mn praparation avaistion adjustmnent
AR s 2 o R A (e
g f%”{}
= =l
=
b
B8 Fm E"n side Centiz i_;-L g EtOry Transsanl Center
E 4 ..,.._._‘.N_.._M ....... M ............. = ;':;...._.J
:.2 candtions /";”'“”\, Clinical Information | o v e
o =3 - % % P Blood Sar p-ets g
= = DHS cards
=Z s
= = -
1) ~38 K. <~
L= Eaﬂzuﬂ = 1 ¥
=2 A EZ : bcso au,us!mm:z X -
’Ej g§'§ Therapy changas 1‘ sAKT 3 A Batickion
= 853 . s SEMSE precimce-dosing
c Patien: sice - Trangplant Center
conditont
@ inpatiant clinic .
34 Outpatient clinic
Q= ; \
q" = Locat physician @
= - Local pharmacy 8
'06 Patient house s.‘".-
’ comditions’s

Therapeutic drug monitoring (TDM) is the clinical practice of measuring
specific drugs at designated intervals to maintain a constant concentration in
a patient's bloodstream, thereby optimizing individual dosage regimens.
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COMMUNITY PHARMACY ENTREPRENEURSHIP

Step3

Step2 ~ Step3 Step 4

Step1

Submit ;

g oo B v Pre-Opening Pre-Opening e
' mmunity " rm

Pharmacy License Py Documents Inspection(s) s foet fopesat

(Phase 1) (Phase 2)

T

Submit:
|« Pre-Opening Inspection Report
« Digital evidence

« Licence fee

» Business Licence

|« Acknowledgmentof
Completion of Confidentiality

Procedures
« Proof of Eligibility from
manager (if applicable)

Submit:
. Application form and fee
« Pharmacy diagram
« Ownership documents
+ Proof of Eligibility from each
indirect owner and the
manager
- Criminal Record History (if
applicable
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DRUG REGULATORY AFFAIRS CHEMIST
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Drug Regulatory Affairs (DRA) is a crucial component of the pharmaceutical industry that involves adhering to
government regulations, policies, and procedures to oversee the development, testing, manufacturing, distribution,
and marketing of pharmaceutical drugs, medical devices, and other healthcare products. The primary objective of DRA
is to ensure that these products are safe, effective, and of high quality and that thr-.:y are marketed in compliance with

applicable laws and regulations. |
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A CLINICAL RESEARCH & PHARMACOVIGILANCE
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Pharmacovigilance

Clinical research and pharmacovigilance share the common goal of improving healthcare. Clinical
research focuses on developing new therapies by testing the safety and effectiveness of new medicines,
while pharmacovigilance focuses on monitoring the safety of existing ones by activities related to
detection, assessment, understanding and prevention of adverse affects or drug related problems.
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Highlighting of Steps
Characterization of the Analyte
Requirements
Reviaw of Literature and Previous Methods
Ckcosing an Analytical Method
Setting up of Instruments
Optimization of the Method
Analytical Figures of Merit Documentation
Development Method Evaluation

Sample Estimation

Analytical methods are critical tools for ensuring the quality, safety, and efficacy of pharmaceutical
products in the drug development process. The goal of method development and validation is to make
sure that the methods used to measure the identity, purity, potency, and stability of drugs are accurate,
precise, and reliable.
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REGULATORY MEDICAL WRITER

Pre-clinical stage
L4
Clinical Development Plan

= ical Study
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Salety Summaries :

Regulatory medical writing is the unsung hero in the pharmaceutical world, translating scientific
discoveries into approved treatments. Regulatory medical writers are key personnel in Regulatory
setting in pharmaceutical products. These writers bridge the gap between complex clinical data and
regulatory standards, crafting documents essential for government agency approvals.
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CLINICAL RESEARCH

WRE the help of voluntess partidpants, dinical research leads to new cid improved.

This type of research add-esses a wide range of challenges, such as:
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Clinical research is the comprehensive study of the safety and eﬁectlveness of the most promising
advances in patient care. It is different than laboratory research. lt mvolves people who volunteer to
assist us better understand medicine and health -
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