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▪ Saudi Vigilance Reporting system
▪ Draft Guidance on Medication Errors Reporting
▪ Medication Error Reports Handling

Outline
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Saudi Vigilance
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▪ Introductory Statement
▪ Contact Information 
▪ Trade and Generic Name
▪ Strength
▪ Dosage Form
▪ Description of the medication error
▪ Images?

Medication Error Reporting
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Medication 

Error 

Definition

“A medication error is any preventable event 
that may cause or lead to inappropriate 

medication use or patient harm while the 
medication is in the control of the health care 

professional, patient, or consumer. Such events 
may be related to professional practice, health 

care products, procedures, and systems, 
including prescribing, order communication, 

product labeling, packaging, and nomenclature, 
compounding, dispensing, distribution, 

administration, education, monitoring, and 
use.”

The National Coordinating Council for Medication Error Reporting and Prevention (NCC MERP)
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NCC MERP 
Index for 
Categorizing 
Medication 
Errors 
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Contributing Factors?

▪ # 4 Drug name, label, packaging problem? 
(e.g., look-/sound-alike names, look-alike packaging, unclear/absent 
labeling, faulty drug identification)

ISMP. Key Elements of Medication Use and ASSESS-ERR ® Worksheet (2021)
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Types of Medication Errors

Product-related Medication Errors

Name Similarity
Look-alike / Sound-

alike

Unclear labels 

Lack of Critical Information on 
products packaging

Strength Expression

Discrepancies (translation/ 
packaging and labeling)

Design similarity 

Unified themes

Look-alike 
Packaging
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▪ Draft was released for public comments on July 23, 2023 for two (2) months
▪ Explains the importance of Med error reporting 
▪ Steps to follow when reporting through the Saudi vigilance reporting system

Guidance for Medication Error Reporting
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Medication Error Reporting Impact
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Med Error 

Report 

Handling 12
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▪ Feedback to Report Submitter

Accepted Request
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Request More Info
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Interactions with Qualified Person Responsible for 
Pharmacovigilance (QPPV)

▪ Med.drug@sfda.gov.sa

▪ Event description with images

▪ Recommendations
• Product Modification (Trade name & artwork amendments)

• Dear Health Care Provider Letter (DHCL)

• Patient Education Materials

▪ Submit Variation Request
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Examples
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What’s Wrong? 
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Salt/Prodrug 
(Isavuconazonium sulfate) 
Vs. active moiety 
(Isavuconazole)
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Thoughts?
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What’s Wrong?
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The way Forward!

▪ Awareness about Medication Error Reporting

▪ Optional → Mandatory requirements!

▪ National Collaborations (CBAHI, SPSC)

▪ International Collaborations (IMSN)

31



Contact Us
Med.drug@sfda.gov.sa
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