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Table (1): First Semester

Course . Credit Contact Exam Marks B
Course Title Hours ] Course
Code Hours L+ Ty | Written Total Time (h
work
Introduction to Pharmaceutical
RA —101 | Regulatory Affairs 2 2+0 |60 40 100 2
alanall ekl sel il e dadia
Drug Development
RA -102 Sl gl 3 2+2 |60 40 100 2
Intellectual Property & Patency
RA - 103 2 2+0 |60 40 100 7
gAY 3e) iy 40 Sill 4Sldll 3 gia
Biologics/Biotechnology Products
RA - 104 it ) 5588 il s gl i) sutanial 3 2+2 |60 40 100 5
Quality Management and Inspection
RA - 105 il 53 gal 5 0] 2 2+0 |60 40 100 )
Natural Health Products
RA - 106 Tmaalll ) poimatudl 2 ‘2+0 60 40 100 2
The student should select one of the following courses: AgY) @l ) aal iy of QL e
Counterfeit Drugs
RA - 107 it pacd) Ay o) 2 2+0 |60 40 100 2
Technical Writing and
RA - 108 | Communication Skills 2 142 |60 40 100 1
Sl il ) e g diill a5
Total Credit Hours 16
Table (2): Second Semester
o ' Credit Contact Exam Marks Bl
Course Title Hours Course . L
Code Hours L+ Ty | Written worlk Total | Time (h
Chemistry, Manufacturing and
RA - 209 | Control (CMC) 3 2+2 |60 40 100 |2
PS;.':'.“J c_}laaﬂl_’ cL'_\.A;:S“
Good Practices in Pharmaceutical
RA -210 | Industry 3 2+2 |60 40 100 |2
aall deliall Ldsaall il jladl)
Packaging of Pharmaceutical
RA - 211 | Products 3 2+2 |60 40 100 |
Adaall ¢ joasiial Aady ciulas 2
Marketing Authorization and Post-
RA —212 | Approval Changes (PAC) 3 2+2 |60 40 100 |2
o Al a Lo &l il 5 G padll s 5 ‘
Pharmaceutical Supply Chain
RA -213 | System 2 2+0 |60 40 100 |,
Final oral
RA - 214 | Research Project 2 Oy (EESCIEONE
L 50 50 100 |-
¥ . . 3
Total Credit Houvs/ 2 ™\ 16 )

(4

Alaeall dpaglaiil) ao) gl 5 gl




Table 3: Course Description (First Semester)

Course code & title

Course description

RA - 101
Introduction to pharmaceutical
regulatory aftairs

Regulatory affairs is a profession within regulated industries such as
pharmaceuticals, biological, medical devices, cosmetics, and foods.

This course is specifically designed to prepare students for a better
understanding of Pharmaceutical Regulatory Affairs in a compact and
easy to absorb format. The aim is to give a clear understanding
international guidelines and local laws and regulations affecting
pharmaceutical, biological, natural health products and medical devices.
The course also covers in depth discussion of international food and drug
laws, regulations and guidelines.

RA - 102
Drug development

This course studies the definition of a medicinal product, target product
profile (TPP), common technical document CTD, the drug development
process from discovery through FDA marketing approval, generic
product categories (authorized generics, generic biopharmaceuticals.
generic vaccines), new drug application (NDA) and abbreviated new
drug application (AND). This course focuses on the specific regulatory
requirements of clinical development. It will review the efforts of the
International Conference on Harmonization (ICH) to unify good clinical
practices (GCPs) in these global areas and the ethics in clinical research.
Non clinical drug development reviews the types of non-clinical
development / study requirements according to the proposed use of the
medicinal substance (chemical and biological substances) and the
regulation for non-clinical data.

RA - 103
Intellectual property & patency

This course provides a basic understanding of the Intellectual Property
laws and its application to the pharmaceutical and related industries. The

course aims will be extended to provide the fundamental concepts of

patents, patent application process, trademark registration, and market
exclusivity.

RA - 104
Biologics/biotechnology
products

Biologics and Biotechnology products are becoming a major part of the
pharmaceutical and bio pharmaceutical industry today. These products
include food, pharmaceuticals, test kits, and combined products. They
have different international and local regulatory requirements for their

approval from the regulatory agencies. This course provides details of

biological drug product development and the international and local
regulatory requirements for successful submissions. In addition, several
topics regarding biotechnology will be covered in this course that
includes gene therapy in cells coming from plants, insects. or
mammalians using viral and bacterial vectors, and industrial technology
for producing vaccines.

RA - 105
Quality management and
inspection

It gives an overview of the principles of quality management, risk
management, quality by design, process validation, different aspects of 2
pharmaceutical cleaning validation program, validation of facilities.
utilities and equipment, inspections, and statistical quality control. It also
demonstrates statistical concepts, control charts for variables, probability
theory, control charts for attributes, acceptance sampling systems. and
applications of quality control in pharmaceutical manufacturing.

RA - 106
Natural health pl;qdﬁ

NHPs must be safe to use as over-the-counter products and not need =

i prescription to be sold. Products needing a prescription are regulated as

r'ugs under the Food and Drug Regulations and are classifies 2=
I pendial, non compendial, traditional or nontraditional. This course

Agdapeal) Ayl 201 g 5 sbs




will discuss all of the types of NHP products in addition to requirements
for obtaining acceptance number from Health for selling these products
on the market.

RA - 107
Counterfeit drugs

WHO definition of counterfeit medicines, Dangers of counterfeit drugs.
Characteristics of Fake drugs. Examples of counterfeit drugs and the
most dangerous fake drugs. How can the counterfeit drugs be stopped.

RA - 108
Technical writing and
communication skills

This course covers the essential elements of developing Standard
Operating Procedures (SOP), Records of Training, Batch documents.
Change Control, Stability documents, deviation and investigation
reports. The course also covers communication skills.

Table 4: Course Description (Second Semester)

Course code & title

Course description

RA - 209

Chemistry, manufacturing and
control (CMC)

The objective of this course is to provide a strong understanding of the
importance and underlying principles for CMC requirements from the
regulatory perspective. Participants will learn to develop a cost
effective, risk managed CMC regulatory compliance strategy to move
these products into commercialization and maintain CMC regulatory
compliance once market approval has been obtained.

RA -210

Good practices in
pharmaceutical industry

This course provides the basic principles of good manufacturing
practices GMP, good laboratory practices GLPs and good clinical
practices GCPs.

RA - 211

Packaging of pharmaceutical
products

This course also focuses on the complexities of packaging for the
pharmaceutical industry, covering commonly used packaging systems
(bottle/blister packaging for oral solids) as well as sterile/parenteral,
inhalation, and nasal systems.

RA -212
Marketing authorization and post
approval changes (PAC)

It gives an overview of the process of reviewing and assessing the
evidence to support medicinal products and regulatory strategy prior to
and after initial marketing authorization of medicines, nutraceuticals
and cosmetics. It also provides an overview of pharmaco-economics
and good storage and distribution practices (GSDPs). This course
reviews post approval changes guidelines to maintain product safety.
efficacy, and quality while giving manufacturers substantial regulatory
relief and flexibility

RA -213

Pharmaceutical supply chain
system

Provide a comprehensive overview of SCM-related business processes
and problems, and pinpoint the strategic role of SCM and relationship
to other business disciplines. And equip students with SCM best
practices and related analytical models/tools.

RA -214
Research project

Selection of research proposal and execution of the research project o
be presented and evaluated with free discussion under supervision of
staff members.

Page 7 of 7
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Diploma of

“Pharmaceutical Regulatory Affairs”

By Credit Hours System

Program Mission and Goals

This program is presented to professionals who are working in pharmaceutical industry
and governmental regulatory agencies for pharmaceuticals. It aims to provide a
comprehensive knowledge and understanding of the regulatory rules and requirements
for medicines development and the interrelationships between regulatory bodies and
pharmaceutical industry during a medicinal product’s lifecycle. It focuses on the
pharmaceutical development from discovery to approval for marketing; i.e. before and
after marketing authorization.

This program is conducted and organized by Pharmaceutical Analytical Chemistry
department.

Article 1: The Certificate

Tanta University Council, according to the request of the Faculty of Pharmacy’s
Council, grants the certificate of “Diploma of Pharmaceutical Regulatory Affairs” by
credit hours system.

Article 2: The Study System and Duration

The study system is based on the credit hours system. The credit hour is the unit of
study for the student in each semester. It is equivalent to a theoretical lecture of one
hour per week or tutorials/semester work of two or three hours per week throughout the
semester.

The study duration is one academic year divided into two semesters, each of 16 weeks,
including exams, 16 credit hours per week for each semester. There may be a summer
semester of 8 weeks if required.

Article 3: The Study Language
English is the language of study, meanwhile some courses could be taught in Arabic
upon recommendation of the concerned scientific department and approval of the
Higher Committee. :

Article 4: Admission Time:
Admission is allowed on July-August every
and the second semester starts on March.

Article 5: Enrollment Criteria: W,
Enrollment in the program is allowed to pharmacists hauﬁ’
Pharmaceutical Sciences, or bachelor’s degree in Pharmacy 11%1‘;6
from a university in the Arab Republic of Egypt or from ang lb-br
\

-
3
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recognized by the Supreme Council of the Egyptian Universities. Enrollment of
international students follows the regulations of the Supreme Council of the Egyptian
Universities.

Article 6: Requirements for Obtaining the Certificate
The student should succeed in 32 hours and gain a cumulative grade point not less than
EHERT

Article 7: Study Commitment Rules:

The student must commit to attend theoretical lectures and tutorials. The Higher
Committee has the authority, upon the recommendation of the executive committee, to
deprive the student of applying for the final written exam if his/her absence exceeds
25% of the total course hours. In this latter case, the student is considered failing and is
given grade (F).

Article 8: The Academic Advisor

The executive committee of the program has to assign an academic advisor for each
group of students. The academic advisor is one of the staff members who acts to help
the students in registering the courses and provide the students with continuous
academic guidance throughout the study duration.

Article 9: Registration of Courses

Registration is allowed for one week at the beginning of each semester. The minimum
academic load is (12 credit hours) and the maximum is (16 credit hours). The academic
load for the summer semester should not exceed 6 credit hours.

Article 10: Addition, Dropping and Withdrawal

The student may drop or add to his credit hours one or more courses, after approval of
the academic advisor, within the first four weeks of the beginning of the semester, with
regard to the academic load (Article 10). The student may also withdraw one or more
courses in any semester without being considered failing in this course, if he/she
submits the request to withdraw within the first eight weeks of the semester.

Article 11: Re-registration of courses

The student is considered failing in the course in the following cases:

» If he/she is absent in the final written examination.

» If he/she got less than 60% of the total score of the course.

Then the student has to re-register the same course if it is obligatory, or select the same
course or an alternative one, if it is elective.

Article 12: Evaluation of Students .
The student is evaluated through written exams and c{fav;"-; v

according to the study plan schedule (Tables 1 & 2). To a}(}fﬁ%ﬁﬂﬂe{\t

should obtain not less than 60% of the total score of the ‘Lﬁ;,/ R &
i i ¥4 H

Article 13: Calculation of Grade Point Average (GlPA}JQ%,\‘\‘
.‘: B L \":E:"f.':‘!’*"

The following table shows the calculation of grades for Ecc‘)‘u,rsé‘---l"

. _‘:L-.A‘ ot

. ; . 4 "EA"“ L vy .
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Calculating Grades of Courses
Points Percentage Symbol Grade
5 Greater than or equal to 90% A+
4.5 to less than 5 85 to less than 90% A Excellent
4 to less than 4.5 80 to less than 85% B+
3.5 to less than 4 75 to less than 80% B Very Good
3 to less than 3.5 70 to less than 75% C+
Good
2.5 to less than 3 65 to less than 70% C
2 to less than 2.5 60 to less than 63% D Pass
Zero Less than 60% F Fail
I* Incomplete
W Withdrawal

* The student gets this symbol (I) if the percentage of his attendance in any course is
satisfactory, and got not less than 60% of the course work grades, but he was unable to
attend the final exam for compelling reasons accepted by the Executive Committee. In
this case, the student is allowed to retain his/her grades and examine in this course in
the subsequent semester.

Article 14: Calculation of GPA:

The semester Grade Point Average (GPA) represents the courses studied in a semester
and is computed as follows: Sum of multiplying the number of grade points obtained
by the student in each course by the number of credit hours of that course, for all courses
accomplished by the student in a semester, divided by the total number of hours in the
same semester - to the nearest two decimal numbers.

GPA=_Sum of Grade Points of all courses completed by the student in the semester
Sum of credit hours of all courses completed by the student in the semester

The Cumulative GPA (CGPA) is the average of all final grades obtained by the student
within the program to the nearest two decimal numbers. It is calculated as follows:

CGPA= Sum of Grade Points of all courses completed by the student in the program
Sum of credit hours of all courses of the program

The relation between the General Grade and CGPA

Grade Symbol CGPA** Percentage of Cumulative Points
Excellent A+ 5 Greater than or equal to 90%
A 4.5-<5 85 to less than90%

Very Good B+ 4-<4.5 80 to less than 85%

Diploma of “Pharmaceutical Regulatory Affairs”




B 3.5-<4 75 to less than 80%
Good c+ 3-<3.5 70 to less than 75%
C 2.5-<3 65 to less than 70%
Pass D 2-<2.5 60 to less than 65%

**If the student has CGPA score of less than 2, he/she is allowed to re-register in some
courses that had grade D to improve the CGPA; in such case the higher grade is
calculated.

Article 15: Dropping Out of Study

The student is considered dropped out if he/she does not register in the semester without
an excuse accepted by the executive committee of the program. The student may drop
out for a maximum of two consecutive or non-consecutive semesters.

Article 16: Cancellation of Enrollment

The Higher Committee for the Program shall cancel the student’s enrollment upon the

approval of the Executive Committee in the following cases:

1- If he/she does not pay the tuition fees.

2- If the student submits a request for cancellation.

3- If the student abstains from studying without an acceptable excuse for three
consecutive or non-consecutive semesters.

4- If the student does not accomplish the requirements for graduation within maximum
of three years, taking into consideration cases of suspension of enrollment.

Article 17: Amendment of Course’ Content

The Executive Committee of the program could approve the update and amend not
more than 20% of the scientific content of the program, upon the suggestion of the
responsible scientific department. The amendment should be approved by the Higher
Committee and endorsed by the University Council.

Article 18:

The provisions of the Universities Regulation Law, its Executive Regulation, and any
amendments there have to be applied in any other statements not considered in this
regulation/bylaw.

Articlel9:
The program is supervised by a Higher Committee in the University and an Executive
Committee in the Faculty. The administrative and financial regulations for the program
should be issued and approved by the University Council. #9, "“",E Mr\ .

.y
\.‘*‘_" ™ N

Article 20: Program Courses T

The following tables (Table 1 to Table 4) show the program fogﬁes m@bﬁ{‘of ci
hours, marks of the exams for each course, the exam hours, and. &hrsgd}&%ﬁpnbﬁ!

k t\ c,».a..

Article 21: Course Code _ :
Letters from left: RA = Regulatory Affairs [ o il
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The numbers from the left: the first number represents the semester and the second

and third numbers represent the course number

L: (Lectures), Tu: (Tutorial) /semester activity/course work)

Table (1): First Semester

i . Credit Contact Exam Marks Exam
Code Course Title - Hours ] Course )
L+ Ty | Written work Total Time (h)

Introduction to Pharmaceutical

RA - 101 Regulatory Affairs 2 2+0 |60 40 100 2

RA - 102 | Drug Development 3 2#+2 |60 40 100 2

RA — 103 | Intellectual Property & Patency 2 2+0 |60 40 100 2

RA — 104 | Biologics/Biotechnology Products | 3 2+2 |60 40 100 2

RA — 105 Qual 1ty.Mar1agement and ) 240 |60 40 100 5
Inspection

RA - 106 | Natural Health Products 2 2+0 |60 40 100 2

The student should select one of the following courses:

RA - 107 | Counterfeit Drugs 2 2+0 |60 40 100 2
Technical Writing and

RA - 108 i ; 2 1+2 |60 40 100 1
Communication Skills

Total Credit Hours 16

Table (2): Second Semester

Course . S Contact Exam Marks B
Course Title Hours . Course

Code Hours L+ Tu Written ey Total | Time (h)

RA - 209 Chemistry, Manufacturing and 3 2+2 |60 40 100 |2
Control

RA -210 Good Practices in Pharmaceutical 3 2+2 |60 40 100 |2
Industry

RA -211 Packaging of Pharmaceutical 3 2+2 |60 40 100 |2
Products

a Marketing Authorization and Post- %

RA -212 Approval Changes (PAC) 3 2+2 |60 40 100 |2

RA —213 Pharmaceutical Supply Chain 5 2+0 |60 40 100 |2
System

Final oral
RA -214 | Research Project 2 0+4 [[presentation
50 50 100 | --
Total Credit Hours 16
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Table 3: Course Description (First Semester)

Course code & title

Course description

RA - 101
Introduction to pharmaceutical
regulatory affairs

Regulatory affairs is a profession within regulated industries such as
pharmaceuticals, biological, medical devices, cosmetics, and foods.

This course is specifically designed to prepare students for a better
understanding of Pharmaceutical Regulatory Affairs in a compact and
easy to absorb format. The aim is to give a clear understanding
international guidelines and local laws and regulations affecting
pharmaceutical, biological, natural health products and medical devices.
The course also covers in depth discussion of international food and
drug laws, regulations and guidelines.

RA - 102
Drug development

This course studies the definition of a medicinal product, target product
profile (TPP), common technical document (CTD), the drug
development process from discovery through FDA marketing approval,
generic  product categories (authorized  generics, generic
biopharmaceuticals, generic vaccines), new drug application (NDA) and
abbreviated new drug application (AND). This course focuses on the
specific regulatory requirements of clinical development. It will review
the efforts of the International Conference on Harmonization (ICH) to
unify good clinical practices (GCPs) in these global areas and the ethics
in clinical research .Non clinical drug development reviews the types of
non-clinical development/ study requirements according to the proposed
use of the medicinal substance (chemical and biological substances) and
the regulation for non-clinical data.

RA - 103
Intellectual property & patency

This course provides a basic understanding of the Intellectual Property
laws and its application to the pharmaceutical and related industries. The
course aims will be extended to provide the fundamental concepts of
patents, patent application process, trademark registration, and market
exclusivity.

RA - 104
Biologics/biotechnology
products

Biologics and Biotechnology products are becoming a major part of the
pharmaceutical and bio pharmaceutical industry today. These products
include food, pharmaceuticals, test kits, and combined products. They
have different international and local regulatory requirements for their
approval from the regulatory agencies. This course provides details of
biological drug product development and the international and local
regulatory requirements for successful submissions. In addition, several
topics regarding biotechnology will be covered in this course that
includes gene therapy in cells coming from plants, insects, or
mammalians using viral and bacterial vectors, and industrial technology
for producing vaccines.

RA - 105
Quality management and
inspection

It gives an overview of the principles of quality management. risk
management, quality by design, process validation, different aspects of
a pharmaceutical cleaning validation program, validation of facilities,
utilities and equipment, inspections, and statistical quality control. It
also demonstrates statistical concepts, control charts for variables,
probability theory, control charts for attributes, acceptance sampling
systems, and applications of quality control lq,-cghg_macquhcal

manufacturing. .
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RA - 106
Natural health products

NHPs must be safe to use as over-the-counte,p neéﬁ
prescription to be sold. Products needing a pré lon gf!‘g‘r!gﬁateﬂv
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drugs under the Food and Drug Regulations and are classifies as
compendial, non compendial, traditional or nontraditional. This course
will discuss all of the types of NHP products in addition to requirements
for obtaining acceptance number from Health for selling these products
on the market.

RA - 107

Counterfeit drugs

WHO definition of counterfeit medicines, Dangers of counterfeit drugs.
Characteristics of Fake drugs. Examples of counterfeit drugs and the
most dangerous fake drugs. How can the counterfeit drugs be stopped.

RA - 108
Technical writing and
communication skills

This course covers the essential elements of developing Standard
Operating Procedures (SOP), Records of Training, Batch documents,
Change Control, Stability documents, deviation and investigation

reports. The course also covers communication skills.

Table 4: Course Description (Second Semester)

Course code & title

Course description

RA - 209

Chemistry, manufacturing and

control (CMC)

The objective of this course is to provide a strong understanding of the
importance and underlying principles for CMC requirements from the
regulatory perspective. Participants will learn to develop a cost
effective, risk managed CMC regulatory compliance strategy to move
these products into commercialization and maintain CMC regulatory
compliance once market approval has been obtained.

RA -210
Good practices in
pharmaceutical industry

This course provides the basic principles of good manufacturing

practices GCPs.

practices GMP, good laboratory practices GLPs and good clinical |

RA -211
Packaging of pharmaceutical
products

This course focuses on the complexities of packaging for the
pharmaceutical industry, covering commonly used packaging systems
(bottle/blister packaging for oral solids) as well as sterile/parenteral,
inhalation, and nasal systems.

RA -212
Marketing authorization and
post approval changes (PAC)

It gives an overview of the process of reviewing and assessing the
evidence to support medicinal products and regulatory strategy prior to
and after initial marketing authorization of medicines, nutraceuticals

and good storage and distribution practices (GSDPs). This course
reviews post approval changes guidelines to maintain product safety,
efficacy, and quality while giving manufacturers substantial regulatory
relief and flexibility

and cosmetics. It also provides an overview of pharmaco-economics |

RA - 213
Pharmaceutical supply chain
system

Provide a comprehensive overview of SCM-related business processes
and problems, and pinpoint the strategic role of SCM and relationship
to other business disciplines. And equip students with SCM best
practices and related analytical models/tools.

RA-214
Research project

Selection of research proposal and execution of the research project to
be presented and evaluated with_fzge-discussion under supervision of

5 S 2 \h
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