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l  1. Objective 

This manual aims to support the pharmacovigilance practice in the healthcare 

facilities in the Arab Republic of Egypt and ensures its consistency with the 

international regulations, especially the requirements of the World Health 

Organization. 

2. Scope: 

• This manual is concerned with the pharmacovigilance system and 

processes within healthcare facilities but not the technical knowledge of 

pharmacovigilance 

• For more details about pharmacovigilance, please refer to the official 

website of Egyptian Drug Authority for the Guidelines for detecting and 

reporting of adverse reactions for Pharmaceutical products and Medical . 

3. Pharmacovigilance role in patient safety  

• The pharmacovigilance is one of the major pillars for patient and 

medication safety in healthcare facilities. 

• It falls on the shoulder of the healthcare facility management to assure that 

all healthcare professionals within the facility are familiar with the 

principles and concepts of pharmacovigilance and reporting mechanisms. 

The management should also work towards increasing the awareness of 

medicine safety, as well as providing the necessary support to the 

pharmacovigilance focal points to carry out the tasks of monitoring and 

following up adverse events within the healthcare facility.  

4. Nomination and allocation of pharmacovigilance focal point  

1) The hospital management shall allocate a qualified pharmacist or more to 

assume the responsibilities of pharmacovigilance within the healthcare 

facility. It’s preferred for the pharmacovigilance team to include two 

pharmacists, one as the primary focal point and supervisor of the 

pharmacovigilance work within the facility and the other shall work as a 

deputy and a team member, in accordance with the recruitment plan, 

work load and the size of the health facility. 

2) The basic qualifications to be taken into consideration when selecting the 

focal points: 

https://edaegypt.gov.eg/media/q5xi1xwq/egyptian-guidelines-for-detecting-reporting_3.pdf
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l  - The technical competency, those with experience in clinical pharmacy are 

preferred. 

- Good knowledge with the programs (power point, excel and word) 

- The focal points needs to receive a qualifying training in pharmacovigilance. 

- Effective communication skills. 

- Commitment and discipline. 

3) An administrative decree shall be issued to designate a focal point in the 

healthcare institute, that shall be published via the various means of 

communication among the staff within the facility. 

4) The hospital management shall ensure that the focal point is well known 

to the staff, with a clear and easy routes of communication. The focal 

point’s contact details (phone number, WhatsApp groups… etc.) should be 

published within the facility and well known among the staff members. 

5) An announcement about pharmacovigilance in Arabic and English 

targeting the healthcare facility could be placed in the drug dispensing 

area. The announcement shall include: (A simple definition of 

pharmacovigilance, what, when and how to report adverse drug events). 

6) Job performance of the focal point shall be evaluated periodically by the 

central pharmacovigilance coordinator (if any) or the facility’s 

management. The evaluation result shall be documented. 

7) The focal point needs: 

- Computer connected to the Internet; 

- Office; and 

- Printer + papers. 

5. Role of the pharmacovigilance focal point in healthcare facilities  

5.1. Role of focal point in preparing the PV policy and the standard operating 

procedures (SOPs) 

The focal points for pharmacovigilance shall formulate the 

pharmacovigilance policy and the pharmacovigilance the standard operating 

procedures (SOPs) within the healthcare facility. Ideally, the policy shall 

contain the following: 

• The purpose  
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l  • Related pharmacovigilance definitions  

• The scope 

• The mechanism of detection and reporting of adverse events within the 

facility. 

• Who can report? 

• When to report? 

• Adverse Events cases validation 

• How to prevent preventable adverse events and implementing corrective 

measures when needed. 

• Follow up mechanism with healthcare professionals to complete the 

information of the reported cases when needed. 

• A flow chart showing the steps from detecting the adverse event to 

sending the report to  the national pharmacovigilance database in the 

Egyptian Drug Authority. (See annex (1)) 

• Mechanism for classifying the adverse events to serious and non-serious 

and how to prioritize the work accordingly. 

• The reporting timelines 

• How to share the feedback and comments from the Egyptian Drug 

Authority to the reporters and other health care professionals. 

• The policy effective date update date. 

• References and resources. 

• Appendixes: Contain the forms to work with  

5.2. The pharmacovigilance focal point role in the Drug Committee  

• The pharmacovigilance focal point or a representative shall attend the drug 

committee and discuss the topics related to pharmacovigilance and drug 

safety. 

• Documenting of the subject and the resulted recommendations and 

outcome in the committee meeting minutes. 

• A clear communication channel shall be present between the focal point 

and the Drug Committee. 
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l  • The previous articles shall be explicitly stated in the committee’s terms of 

reference or in the pharmacovigilance SOPs . 

• Documentation of the subject related to pharmacovigilance and drug safety 

presented to the committee and decisions taken by the Drug Committee. 

(See template (2)) 

5.3. The role of pharmacovigilance focal point as a contact point inside and 

outside the healthcare facility 

• The focal point shall receive all reports related to drug and patient safety 

from various sources (patients and healthcare professionals) within the 

healthcare facility. 

• The focal point shall encourage and motivate patients and healthcare 

professionals to report drug and patient safety problems. 

• The pharmacovigilance focal points shall work to clarify the 

pharmacovigilance scope within the health facility, which includes, but is 

not limited to, suspicion of adverse events, quality issues associated with 

adverse events, lack of drug effect and medication error associated with  

adverse events. 

• Yellow card forms shall be popularized among healthcare professionals 

and kept after filling them out. 

• The focal point shall acknowledge the reporter and work to overcome 

obstacles or fears that would limit reporting. 

• The focal point, in addition to the drug information center (if present), can 

answer patients and healthcare professionals safety and medicine related 

inquiries. 

• The qualified person for pharmacovigilance shall represent the drug and 

patient safety file within the Drug and Medicine Committee as well as he 

shall publish the procedures and activities approved by the committee. 

• The qualified person for pharmacovigilance shall deliver the feedback/ 

comments (including the evaluation of causality) related to the report from 

the Egyptian Drug Authority to the reporter. 

• The focal point shall disseminate EPVC’s Newsletters, Safety alert and 

Direct Healthcare professional communications  among healthcare 

professionals within the healthcare facility. 
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l  • The pharmacovigilance focal point shall work to increase awareness of 

precautions and preventive measures to assure patient safety. This can be 

achieved by preparing awareness flyers and disseminating it in available 

communication channels inside and outside the healthcare facility 

(WhatsApp and Facebook page).  

• If the need arises to carry out investigations, the Egyptian Drug authority 

may request the assistance of the healthcare facility focal point in 

information collection in accurate and comprehensive manner after the 

coordination with the central coordinator (if present).  

• The pharmacovigilance focal point shall participate in scientific 

conferences and publish what he deems appropriate based on the 

healthcare facility’s experience in the pharmacovigilance field. 

5.4. Role of Pharmacovigilance focal point in the training of Healthcare 

professionals 

5.4.1. The focal point training:  

• The pharmacovigilance focal point shall receive adequate training from the 

General Administration of Pharmaceutical Vigilance-EDA.   

• The pharmacovigilance focal point should participate (if feasible) in the 

events and trainings offered by the Egyptian Drug Authority. 

• The pharmacovigilance focal point shall document the trainings received  

and events attended to keep up with the new developments in the 

pharmacovigilance field. 

5.4.2. Pharmacovigilance focal point role in training of staff members in 

healthcare facilities: 

• The health facility’s training plan shall include training on 

pharmacovigilance concepts and reporting mechanisms within the facility. 

• The pharmacovigilance focal point shall prepare an annual training plan 

targeting all the stuff in the healthcare facility. (See template (3)) 

• All trainings shall include the basic concepts of pharmacovigilance and 

reporting mechanisms within the health facility, in addition to other topics 

that health care professional may need. 
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l  • Training on pharmacovigilance concepts shall be included in the new 

employees’ training program/induction training and is provided within 1 

month of employment.  

• The pharmacovigilance focal point shall work in cooperation with the 

pharmacy team and the health facility management to establish the 

activities and events that address pharmacovigilance topics and measures 

that enhance patient safety. 

• It’s recommended for the healthcare facility to participate in events and 

activities directed to the community in general (for example: the Patient 

Safety Week, … etc.). 

• The pharmacovigilance focal point shall document all training activities 

through attendance sheets and photographs and retain them. It is preferable 

to conduct a pre- and post-training evaluation/test and document its results. 

5.5. Follow up and documentation mechanisms  

5.5.1. Follow up with the reporter: 

• The pharmacovigilance focal point shall follow up with the reporter to 

complete the case’s important information . 

• The pharmacovigilance focal point shall update the case reports by the 

additionally obtained information. 

• The pharmacovigilance focal point shall follows up the with the central 

coordinator (if present) with regard to reported cases. 

• The pharmacovigilance focal point shall provide the initial causality 

assessment to the reporter. 

5.5.2. Comprehensive follow-up of progress in pharmacovigilance in the 

healthcare facility: 

• The pharmacovigilance focal point shall create a tracker -an excel sheet- 

for follow up of reported cases in the healthcare facility. (See template 

(4)) 

• The tracker shall contain the following: 

- The Case code in the healthcare facility (See template (5)). 
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l  - The case ID is the national adverse events database of the General 

Administration of Pharmaceutical vigilance- Egyptian Drug Authority 

- The reporter. 

- Date of report 

- Report type (adverse event, or quality issue, …etc.). 

- Report seriousness 

- The case narrative (complete sequence and context of the adverse 

effect).  

- The feedback/ comments on the case report including the causality 

assessment. 

5.5.3. The importance of documentation: 

• In general, it is necessary and fundamental in the pharmacovigilance policy 

to document all pharmacovigilance related details, procedures, activities 

and events. 

• The pharmacovigilance focal shall monitor and document how the 

pharmacovigilance activity participate in rationalizing the pharmaceutical 

practices in the healthcare facility. 

5.6. The Role of Pharmacovigilance focal point in data analysis 

• It is recommended for the pharmacovigilance focal point to conduct an 

initial analysis of the reported cases at the facility level using the available 

files and template to answer the following questions: 

- Number of serious cases reported monthly and annually. 

- Number and classification of reports submitted monthly and annually. 

- Number of reports that have already been sent to the national database of 

pharmacovigilance. 

- Number of reports that have not been sent and the reasons for that. 

- Number of communication with the General Administration of 

Pharmaceutical vigilance and the used mechanisms. 
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l  - The number of inquiries received regarding the safety of the medicine 

and patient monthly and annually. 

- The pattern/trends of recurring problems, analysis of their causes and the 

possibility for prevention. 

• The pharmacovigilance focal points shall review the results and proposals 

produced by this analysis of collected data and shall present those during 

the Drug Committee meetings on a periodic basis or upon request. 

• Proposing preventing and corrective measures for problems raised to the 

Drug Committee along with methods and mechanisms for implementing 

those measure in order to enhance patient safety. 

6. Required documents 

Accordingly, the pharmacovigilance focal point at the healthcare facility is required 

to have the following documents ready when required: 

• pharmacovigilance focal point CV. 

• The administrative decree assigning the focal point to work in 

pharmacovigilance. 

• Certificates, training records and evidence proving that the focal point 

received the required training. 

• The Pharmacovigilance policy within the healthcare facility. 

• A flow chart for pharmacovigilance activities in the healthcare facility. 

• Keeping/archiving the yellow cards after filling them out. 

• The tracker (Excel) for tracking reports at their various phases. 

• The terms of reference of the Drug Committee. 

• Meeting Minutes of Drug Committee meetings that discussed medicine 

safety in the healthcare facility. 

• Health facility’s pharmacovigilance training plan. 

• The new employees’ training program/induction training . 

• Awareness flyers. 

• A combined file of the inquiries received and answered by the focal point 

at the healthcare facility. (See template (6)) 
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l  • Training records/ list of attendees and evidence of training plan 

implementation in a combined file showing the trainees and their 

specializations. (See template (7)). 

• Photographs documenting activities and events. 

References:  

WHO: Interim manual for the performance evaluation of regulatory authorities 

seeking the design as WHO listed authorities  
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l  Template (1): Pharmacovigilance process – Facility Flowchart 

 

 

 

 

 

 

 

 

 

 

 
 

 
  

 

 

  

 

  

  

 

 

 

 

 

 

 

 

 

Communicate, Share feedback (if present), Document, And archive 
  

Indirect  
 

VigiFlow 

Accessibility 

Direct 
 

Fill-in the Case specific standard hard Card (Yellow, white,…) 

Possible 

Report 

Validity  

No 

Yes 

 

Explore the  

possibility  

of making the 

 report valid 

 

Not  

Possible 

The patient 

 

Healthcare Professionals 
(Physicians, Pharmacists, Nurses)  

 

The Facility Pharmacovigilance specialist (The Focal point)  

 

Evaluate and assess the case validity and completeness  

 

Through the higher bodies 

 

Submit the ICSRs to the National VigiFlow domain (EPVC-EDA)  

 

Document  

the 

justification 

Archive 

Hard 

Copy 

Soft Copy 
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l  Template (2) DTC pharmacovigilance-related activities documentation form: 

No. Date Kind of activity Purpose of activity 

    

    

Template (3) PV Unit Annual training plane 

Plan set before beginning of the year Filled during proceeding and implementing the plan 

Month Subject 
Targeted 
audience 

Trainer 

Training 
mechanism 
(lecture or 

awareness session) 

Expected date for 
implementation 

Actual date for 
implementation 

Number of 
attendees 

Documentation 
and notes 

January 

Vigilance 
concepts & 
reporting 

mechanism 

Physicians & 
Pharmacist 

Focal point 

Lecture  
During the first 

week of the 
month  

Jan. 3rd, 2023 
15 Physicians 
& Pharmacist 

records of 
attendees 
attached 

Vigilance 
concepts & 
reporting 

mechanism 

Nurses Awareness session 
During the 

second week of 
the month 

Jan. 9th, 2023 
7 intensive 
care nurses 

records of 
attendees 
attached 

February         

March         

April         

May         

June         

July         

September         

August         

October         

November         

December         
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l  Template (4) Reporting Tracker: 

Report 

internal 

code 

Vigi. Flow 

ID 

Initial 

Reporter 

Date of 

report 

Report type 

(ADRs/ 

Quality/ 

ME) 

Report 

Seriousness 

Case 

Narrative 

Feedback 

(Yes / No) 

Causality 

Assessment 

         

         

         

         

         

         

         

         

         

         

         

         

         

         

         

         

 

Template (5) Health facility – Report internal code structure (guide): 

      

 123 MOC ICU 36523654  

          

 
Serial 

Number 

Facility name 

(initial) 
Department 

Patient file 

No. 

(if present) 
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l  Template (6): Drug information safety-related request (collective Form) 

Requester 

(HCP or 

Patients) 

Phone 

Number 
Department Date 

The 

Question 
The answer References 

       

       

       

 

Template (6): Training Tracker sheet (for HCPs) 

No. Date 
Training 

topic 

Training 

Purpose 

Target 

audiences 

Number of 

attendees 

Presented 

by 
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l  Template (8): the yellow card for reporting adverse events 
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l  Template (9): template for reporting adverse events following Immunization  

 

Adverse Events following Immunization form  

 

Month       Year 

Governorate: ………………………  Administration:………… 

Vaccination Unit: ……………………  Reporting date: …………… 

 

Case name: Local No.: 

National ID:  (by EPI for serious cases only) 

Address:     

Sex :     

Birth date: / /  Age:   

Date of symptoms onset:      /       /  

The symptoms:    

    

Suspected 

vaccine 

Batch No. Expiry date Date of last dose  

    

    

    

 

Reporting entity: 

  

Tel. No.: 

 

Name of reporter:  E-mail:  
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l   

Template (10): Template of reporting medical device incidents 

 

 
 


