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The main objective of National Pharmacovigilance Center is to maintain
the safety and efficacy of medications and vaccines. And to achieve this
objective the NPC encourages all health care providers to contribute in
reporting of adverse drug events weather expected or unexpected,
serious or non-serious as soon as possible.

Reporting ADE is a cornerstone in monitoring of all marketed
medications and vaccines, and ensuring their safety.
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A. Registration

How to register on Saudi National Vigilance System “Tayaquth”?

Registration will save time and efforts and make it easier for data entry, since the system will
retrieve the registered information and no need to re-enter them by the reporter.

Where can you find the service link?

1. Direct link: https://ade.sfda.qgov.sa/

2. Or through Saudi FDA website : https://www.sfda.gov.sa/en
3. Go to “E-services” from the top panel
4. Click on “Drug” from the drop list

5. Choose “Saudi Vigilance System”


https://ade.sfda.gov.sa/
https://www.sfda.gov.sa/en

doallg danll dololl duanll
9270 So = About SFDA Information Lists Areas Consumer Corner Media Centre

Saudi Food & Drug Authority /L™ = = 3 =

B 4 D @ i< w &8 e

Food Drugs  Medical Feed Pesticides Laboratories Cosmetics Tobacco  Halal Nutrition
Authority Devices

Search

o I

oo " e = ) i .
oo P B2 4 o) | g & &Y e f
All The Food Drugs Medical Feed Tobacco Pesticides Laboratories Cosmetics Halal

Nutriti
Authority Devices uirition

Services of the General Authority for Food and Drugs

5% £

Saudi Drug Registration (SDR) Saudi Drugs information systemn (SDI)

£%

The National Drug & Poison Information Center
(NDPIC)

Service page Service page Service page

5% 54

£%

Importing Batch Release and Clearance System ( electronic Narcotic Drugs System
IBRCS )

Service page Service page

Saudi Vigilance System

Now, you can start registration process

Registration of Health Organization



a. Go to “Registration” from the top panel
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Vigilance Allow to Report Adverse Drug, Cosmetic and Medical Device
This service allows all stakeholders to report adverse drug and medical device events, medications error, or any defect in products quality
and aims to simplify the reporting pr Since the syste ss is best ensured by active and ongoing participation, SFDA strongly

courag embers of the dn d dical community to take part.

The service allows sending and submitting communications to:

Reporting of side effects, pharmacological errors and any defect in the quality of pharmaceutical Click here to
preparations e

Reporting of cosmetic products side effects
Reporting of food poisening cases
Report the existence of a defect in medical devices and supplies

In order to facilitate and expedite the reporting process for health practitioners, pharmacies, health institutions, companies
and community members

b. Click on “Register Organization”

Registration Forms
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c. Complete registration information, then attach *Nomination letter and click “Save”




Register Organization

Register Information

Region -:Select-—
Organization Name —Select—
‘Organization Fax OTXXXXXXXX

OrganizationTelephone 013000000

Name Respoenal Person
Email mhharbi@sfda gov.sa
Password  eesessee

Confirm Password Confirm Password

Phone Number 9665000000

Choose File | No file chosen

Nomination Letter XML-PDF-EXCEL-
IMAGE

*Note: the nomination letter will allow the person who is responsible for the organization to
delegate a main user responsible for the reporting on the system. It doesn’t require a specific
format, only the name for the main user, signature of the delegator and stamp of the organization

B. Reporting

1. Log in to your registered account
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2. Enter your Email and password

Home Page / Login /

& Login

Password

Foreget Password -

@)
Report as Guest 8 Register

3. It will shows the reporting forms according to the type of report
. “Pharmaceutical product quality” form: reporting on product quality issues

Il.  “Shortage report” form: reporting unavailable products and their alternatives

I1l.  “Adverse events following immunization” form: reporting adverse events after receiving
vaccines

IV. “Adverse drug reactions” form: reporting adverse reactions after drug administration

V. “Lack of efficacy” form: reporting the lack of expected response following product
administration
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Reporting “Adverse events following immunization” through Saudi Vigilance System

1. Click on “Adverse events following immunization” form
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2. Fill out the Patient Information
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Patient Information
Patients Name * Patient Name

Required *
Identity Number * Identity Number
Required *
Age Age --Select- v
Gender * O Male © Female
Required *
Phone Number Phone Number
Nationality —Select- v
Previous Vaccinations Previous Vaccinations

Do You have Allergy OYes ONo

3. Enter the VVaccine Information

vaccine Information
Vaccine Name * Vaccine Name

Vaccination Date * Vaccination Date

Lot Number LotNumber

4. Complete the Adverse Event Information by choosing from the list or write it down in
“Other event” field, in case it wasn’t mentioned in the list. After that, specify the
seriousness of the event (serious or non-serious) according to the seriousness criteria.

Adverse Event Information

After 30 Day O Within 1 Day O After 6 Hours ©  Immediately after vaccination O When the reaction was occurred

Fever Adverse Event (s)
Local Reaction
Dizziness

Fatigue and Exhaustion
Swollen Lips and Face
Sleep Disturbance
Itching and Sensitivity
Vomiting

Diarrhea

Headache

Oooooooodgo
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Fatigue

Pain
Hypersensitivity
Erythema

Nausea
Lymphadencpathy
Arthralgia

[ s

Other Event ‘

No O Yes @ Seriousness
Death

Life threatening

Persistent or significant disability

Seriousness

Hospitalization prolongation of existing hospitalization
Congenital anomaly
Required intervention to prevent permanent damage

ODooooo

5. Case Investigation: choose “yes” incase investigation needed in order to build
investigation reports and follow-up with the case, and this depends on the seriousness of
the event

Noe O Yes O Investigation Needed

Note: choosing “yes” will forward the case automatically to the colleagues in the National
Immunization Program

6. Make sure you have completed all the required fields, enter the code then click “send”
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C. Investigation

Upon completion of Adverse events following immunization form, and choosing the option
“Investigation needed”, the investigation report will appear to be filled out by the reporter

How to build an Investigational Report?

1) Enter patient information with full name

Full Name * Full Name

Age Age —Select— v

Sex O Male ©Female

Birth Day Birth Day

Phone Number Phone Number

Nationality —Select— -

Address

2) Enter vaccine information, and patient’s current health status (don’t forget to specify the
dates)
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3) Specify the type of vaccine and route of administration

dyila dall plaitl pi J& OYes @No
Jahoill
@ﬁ&wal}oﬁjipl'" I i Ja OYes ® No
91t gill alalall sla] didoc
alyio gle

OYes @ No

alydall guai phiiwl piy Ja
alilll guail &) engoll

4) Describe the details of the event (onset dates, Laboratory results, treatment..)
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5) Choose the event’s outcome and category, then enter the code and send
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