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Table (1)
Courses of the First Semester Exam Marks 1
NO. Course Title Course | Credit | Contact | Written| Practical Ora S
Code Hours | Hours /Clinical
L+P/T training
1 Pharmacovigilance PO-101| 2+1 242 60 25 15 I
2 Genetic po|ym0rphism PO-102| 2+1 2+2 60 25 15 i
3 | Adverse drug reactions () | PO-103| 2+1 | 2+2 60 25 = -
4 |atrogenic diseases PO-104| 2 +1 2+2 60 25 15 i
5 | Drug-drug interaction PO-105| 241 | 2+2 60 25 = =
Total Credit Hours 15




Table (2)

Courses of the Second Semester Exam Marks
NO. Course Title Course | Credit | Contact | Written| Practical | Oral  Toma
Code Hours | Hours /Clinical
L+P/T training
1 Pharmacotherapy PO-206( 2+1 242 60 25 15 ang
2 | Adverse drug reactions () | PO-207| 2+1 | 2+2 60 25 5 =
3 Drug /Disease/Food PO-208| 2 +1 242 60 25 15
interactions ™
4 . = ) PO-209| 2+0 | 2+0 100 | - -
Biostatistical analysis
K } ) PO-210| 241 [ 242 60 25 15
Pharmacoepidemiology
6 | Graduation project PO-21110+1 | 0+3 . 80 o
Total Credit Hours 15




Table (3): Course Description (First Semester)

Course Title, Code & Credit Hours

Course Content

Pharmacovigilance
PO-101
(2+1)

Basic knowledge on pharmacosis
pharmacowgllance development, mi—q
drug safety in clinical trials ==d &m
development, Methods and regulatioms o
periodic safety update reports, Regulations
guidelines for pharmacovigilance in EL. ©
and Canada.

Genetic Polymorphism
PO-102
(2+1)

Types of genetic polymorphism. Types
genomic biomarkers, Implemens: |
pharmacogenomics in pharmacovigilames

Adverse drug reactions (I)
PO-103
(2+1)

Types of adverse drug reactioms §&
Medication errors, Cardiovascular ADSS |
joint and muscle ADRs, Endocrme =
Pulmonary ADRs.

Clinical training according to Td:hg |

latrogenic diseases
PO-104
(2+1)

Drug-induced cutaneous manifest
induced haematological disondes
induced gastro-intestinal dlsuln. )
induced Respiratory disorders. Ih- :
cardiovascular diseases, D
disorders, Drug-induced

manifestations, Medication errors.

Clinical training according to Table (5§

Drug- drug interactions
PO-105
(2+1)

Anticonvulsants, antidepressants.
antiparkinsonian, antidiabetic.
contraceptives drug interactions




Table (4): Course Description (Second Semester)

Course Title, Code & Credit Hours

Course Content

Pharmacotherapy
PO-206
2+1)

Pharmacotherapy of different cardiovascules
disorders (Heart failure, Ischemic hems

disorders (Parkinson's disease, Epilepss
Schizophrenia), Respiratory
gastrointestinal disorders.

Clinical training according to Table g

Adverse drug reactions (II)
PO-207
(2+1)

Dermatological ADRs, Gastointestinal ADNS
haematological ADRs, neurological ADSs

(Clinical training according to Table Q]

Drug/Disease/Food Interactions
PO-208
2+1)

hepatic & renal impairment, heam
bronchial asthma on drug effect
different types of food such as
tyramine rich food, calcium mch
grapefruit on drug effect.

Biostatistical analysis

Basic principles of biostatistics, Descrgs
statistics, Inferential statistics. calc

PO-2
LS probability, risk and odds.
(2+0)
Pharmacoepidemiology Introduction to epidemiology, Fund
pharmacoepidmeiology, = Drug
PO-210 - .
process, Therapeutic risk m=
(2+1) strategies, Safety trials.

Graduation Project
PO-211
(0+1)

Research project that can be conducied =
an academic, regulatory, clinical or m
body or the work place of each studest.
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Table (5)

Practical and clinical topics

Medical evaluation and causality assessment of adverse drug reactions
(Adverse drug reactions)
(File- based training on pharmacovigilance unit)

Analytical training on criteria of adverse drug reactions (Adverse drug reactions:
(File- based training on pharmacovigilance unit)

Case- and systemic-based training (hospital training)
(Pharmacotherapy)

Adequate case management (hospital training)
(Pharmacotherapy)

Special population use of drugs: (hospital training) (Pharmacotherapy)
e Pediatric

Geriatric

Pregnant and lactating

Patients with hepatic or renal diseases

Patients with other relevant comorbid conditions

Subpopulation carrying genetic polymorphism

Patients of different racial or ethnic origins

Medications errors (hospital training)
(Adverse drug reactions, Iatrogenic diseases)
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Tanta University
Faculty of Pharmacy
Department of Pharmacology and Toxicology

Professional Diploma in Pharmacovigilance
(2019)

Article 1: Vision and Mission of the Programme

The programme aims to prepare leading cadres of high professionalism in the
applied field of medications and pharmacotherapy. The program provides students
with scientific capabilities and practical skills to enable them to follow the use of
drugs and ensure their effectiveness and the detection of any side effects associated
with the use of medication, which contributes to the effective performance of the
pharmacist for his role as a member of in the health system in society.

Article 2: Target Groups

Students admitted to be enrolled in the “Professional Diploma in Pharmacovigilance”
should have obtained the Bachelor Degree of Pharmacy or its equivalent from one of
the universities in the Arab Republic of Egypt or one of the Arab or foreign
universities endorsed by the Supreme Council of Universities. Students obtaining the
Bachelor of Medicine and Surgery, Bachelor of Dental Surgery from a university
within the Arab Republic of Egypt or abroad or their equivalents may be also
accepted.

The laws and regulations organizing the admission and enrollment of foreign
students in Egyptian universities shall be applied in accordance with the law of the
organization of universities.

Article 3: The Labor Market Requirements of the Programme and the
Feasibility Study

Due to the establishment of Pharmacovigilance Units in all medical institutions,
which are affiliated to the Pharmacovigilance Center in the Egyptian Ministry of
Health - Pharmacy and Drug Affairs Sector, that provide medical care to patients

‘"‘—t
pharmaceutical companies, so, Pharmacovigilance, jfas-fecentlix Recome one of the
important prerequisites of medical practice. '



Article 4: Academic Certificate

The Council of Tanta University, upon the approval of the Council of Faculty of
Pharmacy, shall grant the certificate of Professional Diploma in Pharmacovigilance.

Article 5: General Rules for Enrolment and Admission

The student is enrolled, after the announcement of the dates of enrolment in August

each year, if he/she fulfils the following requirements:

1- Academic qualification certificate

2- A certificate of the courses studied by the student and his/her assessment in the
Bachelor Degree

3- Birth Certificate or official extract thereof

4- The consent of the employer on the student's study if he/she is an employee

5- Full-time study three days a week

6- A copy of National ID

7- Payment of study fees and fees in exchange for research hours

8- Approval by the executive committee of the programme

Article 6: Admission/Registration Suspension

Admission is suspended according to the rules set forth by the law organizing

universities and its executive regulation and in accordance with the resolutions of

the University Council organizing the work in this regard.
Article 7: Cancelling Admission/Registration

The High Committee of the Programme may cancel the student’s registration upon

the approval of the executive committee in the following cases:

1- If he/ she does not pay the study fees or the fees for recording the courses

2- If the student submits a request to cancel his registration

3- If the student drops out without an acceptable excuse for two consecutive or
three non-consecutive semesters.

4- If the student does not meet the requirements for graduation within three years
at most, taking into account the cases of suspension.

Article 8: Study System

Study at the programme proceeds according to credit hours system. A credit hour is

a measuring study unit for the student in each semester. It is equivalent to a one —
hour theoretical lecture per week , two/three hour practical /applied exercises per
week or two/three hour cllmgal trammg per week throughout the whole semester
which the student *“at the Tanta University Hospitals and
Pharmacovigilance Unit i o




The study period is one year. It consists of two semesters, each of which is 17 weeks
including the exams, with 15 credit hours per semester. The language of programme
study is English. An 8-week summer course may be opened, including examinations.

Article 9: Requirements for Obtaining the Certificate

The student is awarded the certificate of professional diploma in Pharmacovigilance,

if he met the following conditions:

1. Success in all courses, and the cumulative average is not less than

2. Acceptance of the graduation project by the discussion and governance
committee.

Article 10: Study Regulations

The student must attend the theoretical lectures and the practical studies. The
executive committee of the programme may, upon the request of the specialized
department, deprive the student of applying for the written exam if his/her absence
exceeds 25% of the total courses hours, and will be considered Failing (Grade F).

Article 11: Academic Advisor

Each group of students will have an Academic Advisor who is selected among the

Staff Members of the Department of Pharmacology and Toxicology by the the

executive committee of the programme. His tasks shall be as follows:

» Review and study the academic student's record including his / her study plan
and the courses he studied.

= Assist the student in selecting and registering courses.

* Follow up the student on an ongoing basis and find solutions to the problems that
appear during the study.

» Prepare a complete file for each student that includes all the data for the student
he/she guides, including his/her grades and their conformity to the data
provided by the student according to the courses he/she approved to register for
the student for reference in case of student’s registration for prior courses.

» Determine the courses to be offered for the following semester according to
students' needs.

* |Instruct the student in case of modifying the registration of courses or
withdrawing from a course.

Article 12: Student Re i

* Registration shall
The date of regis



Committee of the program, the decision of the Higher Committee of the program
and the approval of the University Council.

» Each student should personally register the courses he/she wants to study in each
semester.The course should be chosen in consultation with the academic advisor,
taking into account the minimum (nine credit hours) and the maximum (fifteen
credit hours) of the academic load.

* The student should complete the registration form at the specified time
according to the university calendar. The study is not allowed until after the
registration process has ended.

= Students are allowed to register late only with the approval of the Faculty Dean.
The delay shall not exceed one week from the end of the registration period.

Article 13: Rules for Registration and Adding or Dropping Courses

Registration shall be within two weeks of the beginning of the semester.
After completing the registration procedures, the student may drop or add to his
credit hours a course or more, provided that it is within four weeks of the beginning
of the semester.

After registration, the Student may withdraw from a course or two in any semester
without being considered Failing in that course if he/she submits a withdrawal
request within eight weeks of the beginning of the semester.

If the student withdraws after that, he/she will be considered Failing.

Article 14: Repeating Registration of Courses

The student is considered Failing in a course and, therefore, has to re-register, attend

and apply for the exam in the following cases:

* |n the case of his/her absence from the final exam

* |f he/she obtains less than 30% of the marks of the final written exam
* |f he /she obtains less than 60% of the total marks of the course
Article 15: Dropping out and Dismissal

* The student shall be considered dropped out if he/she does not enroll in a
semester or withdraw from the semester either with or without an excuse.

* A student may drop out for two consecutive semesters or a maximum of three
non- consecutive semesters provided that the executive committee of the
program approves it. The student is dismissed from the university if his/her
suspension is for a longer period without an excuse accepted by the executive

committee of the program and approved by higher committee of the program.

Article 16: Academic Warning
* The student gets a A

* A student’s enrol 037 elled if he/she has a grade of less than 2 for

three consecutive §em 3 3'.;. e/she may be dismissed from the University.




Article 17: Evaluating the Student’s Performance in Courses

The student must complete the final exams on their scheduled dates. The
absentee of the final exam will be considered failing the courses he/she does not
complete it.

To succeed in any course, the student should attend all tests of the course. He/
she must obtain at least 30% of the marks of the final written exam, and at least
60% of the total marks specified to that course.

Article 18: Calculation of Grade Points

Calculating Grades of Courses

Points Number Percentage of Course Marks Grade
5 Greater than or equal to%*9 * A+ Excellent

4.5 to less than 5 85 for less than 90% A
4 to less than 4.5 80 for less than 85% B+ Very Good
3.5tolessthan 4 75 for less than 80% B
3 to less than 3.5 70 for less than 75% C+ Good
2.5 to less than 3 65 for less than 70% c
2 to less than 2.5 60 for less than 65% D Pass

Less than 2 Less than 60% F Failing

Article 19: Calculating GPA

= GPA for a semester is calculated by multiplying the number of grade points

obtained by the student in the number of credit hours of the course and divided
by the number of hours of the course to the nearest two decimal numbers.

* The semester Grade Point Average (GPA) represents the courses studied in this

semester and is computed as follows:
GPA= Sum of Grade Points of all course completed by the student
Sum of credits-hg

fall the courses completed by the student

The Cumulative GPA (
student within the acagde

rage of all final grades obtained by the
the nearest two decimal numbers. It is
calculated as follows:

g




CGPA= Sum of Grade Points of all the course

Sum of credits hours of all courses

The relation between the General Grade and the CGPA
Grade Symbol CGPA Percentage
Excellent A+ 5 Greater than or equal to 90%

A 4.5-<5 85 for less than90%
Very Good B+ 4-<4.5 80 for less than 85%
B 3.5-<4 75 for less than 80%
Good C+ 3-<3.5 70 for less than 75%
C 2.5-<3 65 for less than 70%
Pass D 2-<2.5 60 for less than 65%

Article 20: Courses

A- Tables (1 and 2) show the courses studied to obtain the “Professional Diploma in
Pharmacovigilance,” the number of credit hours, the written, oral and practical
exams and the maximum marks for every exam. The time of the theoretical exam
is two hours for all courses.

B- Tables (3, 4 and 5) show description of the courses, graduation project, and fields
of clinical training.

C- Tanta University Hospitals and the Pharmacovigilance Unit in them participate in
the training of the students in order to achieve the integration of the
specializations, the professionalism and the skills required in this field.

D- Codes Interpretation:

Letters from left: PO (A Course studied at the Faculty of Pharmacy, Department of
Pharmacology and Toxicology.)

Numbers from left: First number represents the semester, Second and Third
Numbers represent the course number

L: Lectures (Theoretical lectures), P: Practical (Practical sessions or training), T:
Tutorial (Seminars)




Table (1)

Courses of the First Semester Exam Marks
NO. Course Title Course | Credit | Contact | Written| Practical | Oral Total
Code Hours | Hours /Clinical
L+P/T training
7l pharmacovigi]ance PO-101| 2+1 242 60 25 15 100
72 Genetic polymorphism PO-102| 2+1 242 60 25 15 100
Adverse drug reactions (|) PO-103| 2+1 2+2 60 25 15 100
4 |atr0genic diseases PO-104| 2+1 242 60 25 15 100
5 Drug_drug interaction PO-105| 2+1 2+2 60 25 15 100
Total Credit Hours 15




Table (2)

Courses of the Second Semester Exam Marks
NO. Course Title Course | Credit | Contact | Written| Practical | Oral Total
Code Hours | Hours /Clinical
L+P/T training
1 Pha rm acothera py PO-206| 2+1 2+2 60 25 15 100
2 | Adverse drug reactions (ll) | PO-207| 2+1 | 242 60 25 15 100
3 Drug /Disease/Food PO-208| 2+1 2+2 60 25 15 100
interactions
4 ] o _ PO-209| 2+0 | 240 100 - ) 100
Biostatistical analysis
g . ) PO-210| 2+1 | 242 60 25 15 100
Pharmacoepidemiology
6 Graduation project PO-211| 0+1 043 - 80 20 100
Total Credit Hours 15




Table (3): Course Description (First Semester)

( Course Title, Code & Credit Hours

Course Content

Pharmacovigilance
PO-101
(2+1)

Basic knowledge on pharmacovigilance,
pharmacovigilance development, monitoring of
drug safety in clinical trials and drug
development, Methods and regulations for
periodic safety update reports, Regulations and
guidelines for pharmacovigilance in EU, USA
and Canada.

Genetic Polymorphism
PO-102
(2+1)

Types of genetic polymorphism, Types of
genomic biomarkers, Implementation of
pharmacogenomics in pharmacovigilance

Adverse drug reactions (I)
PO-103
(2+1)

Types of adverse drug reactions (ADRs),
Medication errors, Cardiovascular ADRs, Bone,
joint and muscle ADRs, Endocrine ADRs,
Pulmonary ADRs.

(Clinical training according to Table (5)

latrogenic diseases
PO-104
(2+1)

Drug-induced cutaneous manifestations, Drug-
induced haematological disorders, Drug-
induced gastro-intestinal ~ diseases, Drug-
induced Respiratory disorders, Drug- induced
cardiovascular diseases, Drug-induced renal
disorders, Drug-induced neurological
manifestations, Medication errors.

K?linical training according to Table (5)

Drug- drug interactions
PO-105
(2+1)

Anticonvulsants, antidepressants, antipsychotic,
antiparkinsonian, antidiabetic, cytotoxic, oral
contraceptives drug interactions




Table (4): Course Description (Second Semester)

Course Title, Code & Credit Hours

Course Content

Pharmacotherapy
PO-206
(2+1)

Pharmacotherapy of different cardiovascular
disorders (Heart failure, Ischemic heart
diseases, Hypertension, Arrythmias), CNS
disorders (Parkinson's disease, Epilepsy,
Schizophrenia), Respiratory and
gastrointestinal disorders.

[Clinical training according to Table (SJ

Adverse drug reactions (II)
PO-207
(2+1)

Dermatological ADRs, Gastointestinal ADRSs,
haematological ADRs, neurological ADRs.

(Clinical training according to Table ()

Drug/Disease/Food Interactions
PO-208
(2+1)

Effect of different disease states such as
hepatic & renal impairment, heart failure,
bronchial asthma on drug effect, Effect of
different types of food such as alcohol,
tyramine rich food, calcium rich food,
grapefruit on drug effect.

Biostatistical analysis

Basic principles of biostatistics, Descriptive
statistics, Inferential statistics, calculation of

e probability, risk and odds.
| (2+0)

. Pharmacoepidemiology Introduction to epidemiology, Fundamental of
1 pharmacoepidmeiology, ~ Drug approval
PO-210 ‘ :

w_ process, Therapeutic risk ~management

(2+1) strategies, Safety trials.

{ Graduation Project
! PO-211

L (0+1)

Research project that can be conducted within
an academic, regulatory, clinical or private
body or the work place of each student.




The clinical and practical training for the programme students include the following
topics in the different courses according the course time table.
The activities of such training courses are included in the time table of the regulation.

Table (5)

Practical and clinical topics

Medical evaluation and causality assessment of adverse drug reactions
(Adverse drug reactions)
(File- based training on pharmacovigilance unit)

Analytical training on criteria of adverse drug reactions (Adverse drug reactions)
(File- based training on pharmacovigilance unit)

Case- and systemic-based training (hospital training)
(Pharmacotherapy)

Adequate case management (hospital training)
(Pharmacotherapy)

Special population use of drugs: (hospital training) (Pharmacotherapy)
e Pediatric
e Geriatric

Pregnant and lactating

Patients with hepatic or renal diseases

Patients with other relevant comorbid conditions

Subpopulation carrying genetic polymorphism

e Patients of different racial or ethnic origins

Medications errors (hospital training)
(Adverse drug reactions, Iatrogenic diseases)

Article 21: Clinical Training

The clinical departments in Tanta University hospitals and Pharmacovigilance Unit at
the University Hospitals participate in the training of the students in the practical and
clinical training part of the courses according to the hours allotted for this part in
each course. The students are divided into small groups and assigned to study and
research assignments through which the prescription and the treatment response for
a number of patients in a speci fedical specialty is examined and reported on by a

program.




Article 22: Rules for supervision of the graduation project

Each student has an academic supervisor from the department of Pharmacology and
Toxicology to oversee the graduation project in the second semester (0 + 1) with
weekly teaching and follow-up hours (3 work hours per week). At the end of the
project, the student submits a written report and will be presented, discussed and
evaluated by a committee composed of faculty staff members through an evaluation
form approved by the executive committee of the program.

Article 23:

The Executive Committee of the Program may amend the scientific content of any
course on the recommendation of the relevant scientific department which should
be approved by the Higher Committee and endorsed by the University Council.
Article 24:

The provisions of the Law organizing universities, its executive regulations and any
amendments there to shall be applied in the absence of any provision of these
regulations.
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