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@ Vision

To be a leading international science-based regulator to
protect and promote public health

(©) Mission

Protecting the community through regulations and
effective controls to ensure the safety of food, drugs,
medical devices, cosmetics, pesticides and feed




Drug Sector

The sector is responsible for safety, efficacy, and quality of human,
veterinary, herbal, and cosmetic products. Depending through a

series of procedure’s and controls in accordance with approved

international standerds.
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v Medication

v 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)



NCC MERP Index for

Categorizing Medication Errors

Category B:
An error occurred but
the error did not reach
the patient (An "error

of omission” does
reach the patient)

Category C:
An error occurred that
reached the patient but did
not cause patient harm

An error occurred that
reached the patient and
required monitoring to
confirm that it resulted in no
harm to the patient and/or
required intervention to
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Types of Medication Error

Product-related

Medication Errors

. ® Unclear labels = Design similarity
= Name Similarity Unified th
i t
m Look-alike / Sound-alike " Strength Expression = onme ] smes ]
m Lack of Critical Information m Look-alike Packaging

on products packaging
® Discrepancies (translation/

packaging and labeling)



Role of SFDA
in preventing Medication Errors

= Pre-Registration
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Naming Packaging

Evaluation Evaluation

= Post-Registration
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Variation Reporting Published
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Requests Reports
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Naming
Evaluation

SFDA Guidance for Naming of Medicinal Products

Phonetic and Orthographic Computer Analysis (POCA)

Saudi Name Registration (SNR)

WHODrug Insight

International Nonproprietary Names (INN) Stem Book
2018 (WHO)/United States Adopted Names (USAN)

approved stems

Martindale: The Complete Drug Reference

Micromedex

Lexicomp



Acceptance vs. Rejection Rate
of Proposed Invented Names (Calendar Year 2021)
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Safety Concerns Associated with
Rejected Proposed Invented Names

ﬁ\lame Similarity 73 (47.7%)\
Incorporation of International Nonproprietary Names Stem 24 (15.7%)
Promotional/Misleading Names 15 (9.8%)
Inappropriate Use of Qualifiers 13 (8.5%)
Inappropriate Use of Company Name 8 (5.2%)
Inclusion of Dosage form/Frequency/Strength 6 (3.9%)

Use of Abbreviations 5 (3.3%)

Name Discrepancies in Submitted Files 4 (2.6%)

Indication Derived Names 3 (2.0%)
Qse of Ambiguous Numbers 2 (1.3%) /
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" Country of origin packaging




Packaging Evaluation Cont.’

Color Differentiation among different strengths
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Packaging Evaluation Cont’
Strength Expression/Clutter

Proprietary Name
Generic Name

10 mg per 2 ml

(5mg/ml)
For intravenous use

Proprietary Name

Generic Name PROPRIETARY NAME B
Injection B
1 nu or 2 mil :;‘eu.-rq-m " ::-rﬂ‘ Empl
mg p phrisitont 2ml

(50 mg /ml)

For intravenous use
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Packaging Evaluation Cont’
Strength Expression/Clutter

Proprietary Name

NI Generic Name

0.25g

28 Tablets

Proprietary Name

X Generic Name

28 Tablets
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Post-Registration
Activities

= Evaluate trade names and artwork when

the company applies for a variation.

= Evaluate and analyze all reports related
to medication errors, and take necessary

action towards them.




= Provide knowledge to boost activities in both
pre- and post- marketing activities

éi(;/\(; Pre-
&5 Marketing

Activities
Medication
o
Errors Reporting Post.
Marketing
Activities

Reporting



How to
Report

SFDA Call center

19999

Saudi Vigilance **



How to Report

§f w San - May 25 2022
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How o Report

Access the Reporting Service
Choose a modal
Filling out the form

Sending the Report to specialists

;‘:@;. Drugs & Cosmatics @ Medical Device Reports
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How to Report

Report Form

Contact Information
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Thank You
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