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Name Abbreviation
Summary of Marketing History SMH
Active Implantable Medical Device AIMD
Field safety Notice FSN
Field safety Corrective Action FSCA
Medical Device Vigilance MDV
Medical Devices safety Unit MDSU
Manufacturer Incident Reports MIRs
Periodic Summary Reports PSRs
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Serious public Health Death or an unanticipated serious Any other serious incident
Threat deterioration in a person's state of

health

Immediately, not later than 2 | Immediately, not later than 10 days Immediately, not later than 15

manufacturer days after the | after the date on which the days after they become aware
becomes aware of that manufacturer becomes aware of the of the incident.
threat. serious incident.
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[COMPANY NAME]

(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (1)
For MDs Class | and lla

Dear Head of Medical Devices Safety Unit,

For the following medical device applied for registration/re-registration of marketing
authorization in the Arab Republic of Egypt:

Medical Device Acceptance Number:
Medical Device Name:
Medical Device Models/Codes/Sizes:

(Company) undertakes that the medical device applied for registration/re-registration, which will be
marketed in the Arab Republic of Egypt, has not received any regulatory actions (Including but not

limited to recalls, FSNs, or FSCAs) in respect of (Models/Codes/Sizes, Lots/Batches, or Serials), in an interval
of (3) three years before the date of application for registration or re-registration.

(Company) undertakes that in case of any regulatory actions (Including but not limited to recalls, FSNs, or
FSCAs) raised after the application for registration/re-registration and before granting the marketing

authorization of the medical device, those regulatory actions concerning the safety of the medical

device in respect of (Models/Codes No., Lot/Batch No., or Serial No.) will be informed to the
"Medical Devices safety Unit" by (Agent) - the company's agent in the Arab Republic of Egypt.

(Company) undertakes that since granting the marketing authorization of the medical device and during
the marketing stage, (Company) will be obliged to communicate any incidents (MIRs), Periodic Summary

Reports (PSRs), or regulatory actions (Including but not limited to recalls, FSNs, or FSCAs) and (Company)

will be obliged to follow post-market Regulation and (Company) will submit the Post market survillance

report upon request to the "Medical Device Safety Unit (MDSU)" by (Agent) - the company's agent in the

Arab Republic of Egypt, this is according to the Egyptian Guidelines for Medical Device Vigilance System.

(Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Agent) - the company's agent in the Arab Republic of Egypt, and makes sure that (Agent) meets all vigilance
requirements (in reference to the Egyptian Guideline for Medical Device Vigilance System), and
communicates them with the "Medical Device Safety Unit (MDSU)".

Signature:
Title:
Date




[COMPANY NAME]

(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (2)
Class llb, 1ll, AND (I, lla with Regulatory Actions)

Dear Head of Medical Devices Safety Unit,

For the following medical device applied for registration/re-registration of marketing

authorization in the Arab Republic of Egypt:

Medical Device Acceptance Number:
Medical Device Name:
Medical Device Models/Codes/Sizes:

(Company) undertakes that in case of any regulatory actions (Including but not limited to recalls, FSNs, or
FSCAs) raised after the application for registration/reregistration and before granting the
marketing authorization of the medical device, those regulatory actions concerning the safety of the
medical device in respect of (Models/Codes No., Lot/Batch No., or Serial No.) will be informed to the
"Medical Device Safety Unit (MDSU)" by (Agent) - the company's agent in the Arab Republic of Egypt.

(Company) undertakes that since granting the marketing authorization of the medical device and during

the marketing stage, (Company) will be obliged to communicate any incidents (MIRs), Periodic Summary
Reports (PSRs), or regulatory actions (Including but not limited to recalls, FSNs, or FSCAs) and also
(Company) will be obliged to follow post-market Regulation and (Company) will submit the Periodic
Safety report every year (for MD of class llb, Ill) or every 2 years (for MD of Class lla)to the "Medical
Device Safety Unit (MDSU)" by (Agent) - the company's agent in the Arab Republic of Egypt, this is
according to the Egyptian Guidelines for Medical Device Vigilance System.

(Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Agent) - the company's agent in the Arab Republic of Egypt, and makes sure that (Agent) meets all
vigilance requirements (in reference to the Egyptian Guideline for Medical Device Vigilance System), and
communicates them with the "Medical Device Safety Unit (MDSU)".

Signature:
Title:
Date
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[COMPANY NAME]

(Date of Report)
MANUFACTURER’S SUMMARY OF MARKETING HISTORY

Excutive Summary:

For the following medical device,

- Medical Device Acceptance Number/ Reg. Number: .............
- Medical Device Name.: ..............

- Medical Device Models/Codes/Sizes:

- 1st authorization date is:
-Total Number of Countries where the Medical device is registered is:

-Name of Refrence countries where the Medical device is registered:

-Total Number of Countries where the Medical device is Marketed (Including reason if it is marketed in

countries without Registration and/or Reason if it is not marketed in countries even it is registered):

-Quantity sold gobally and particular in egypt (If it was previously marketed in egypt):

-Total number of incidents and their Classification:
- Total number of PSRs:

-Total number of Regulatory actions:



[COMPANY NAME]

(Date of Report)
MANUFACTURER’S SUMMARY OF MARKETING HISTORY

Medical Device Information

All  the following data about the medical device information applying for
registration/reregistration/variation in Egypt must be mentioned. All data must be filled in
correspondence to application information at the Medical Devices Registration Administration.
Medical Device Name

Medical Device Description

Medical Device Class CJAIMD Active Implants
LIMDD class |
LIMDD class Ila
LIMDD class Ilb
LIMDD class Il
LJIvD

Medical Device Intended Use

Medical Device Model(s)/Code(s) for
Registration /Reregistration

Reference Product

Reference Agency

I. Worldwide Status

A. Authorization Status:

Current Authorization Status
1 Model(s) -
No.| 1st Approval Date Country /Cod 5 Date of Renewal/ suspension/
ode(s) Status .
Withdrawal
1 (Date) (Choose an (Date)
item)
) (Date) (Choose an (Date)
item)
3 (Date) (Choose an (Date)
item)
a (Date) (Choose an (Date)
item)
5 (Date) (Choose an (Date)
item)
*Table may be expanded as needed
*Reason(s) per each (withdrawal, Suspension of authorization, not marketing and not launching) should be
illustrated separately in this section.
*Mention If this Medical device is registered with different name or Codes in other Countries.

' Date are listed in chronological order.
2 Authorized, withdrawn, suspended or Renewal




[COMPANY NAME]
(Date of Report)
MANUFACTURER’S SUMMARY OF MARKETING HISTORY

B. Marketing Status

No. 1st Marketing Date Country '},(I;j(:((:)) 3Currer;:al\t/|::keting
1 (Date) (Choose an item)
2 (Date) (Choose an item)
3 (Date) (Choose an item)
4 (Date) (Choose an item)
5 (Date) (Choose an item)

*Table may be expanded as needed
*Reason(s) per each (not marketing and not launching) should be illustrated separately in this section.

*mention all countries that the medical device is marketed even it doesn’t need registration (marketed with CE
certificate).

C. Application for Marketing Authorization

Current Application  Application Refusal Date

No  Application Country Model(s) Status (If Any)
Date* /Code(s)
Status® Date
1 (Date) (Choose an item) (Date)
2 (Date) (Choose an item) (Date)
3 (Date) (Choose an item) (Date)
4 (Date) (Choose an item) (Date)
5 (Date) (Choose an item) (Date)

*Reason(s) per each refusal of application should be illustrated separately in this section.

*Table may be expanded as needed

3 Marketed, not marketed, or never launched.
4 Date are listed in chronological order.
5 Authorized, withdrawn, or suspended.



[COMPANY NAME]
(Date of Report)
MANUFACTURER’S SUMMARY OF MARKETING HISTORY

Il. Marketing History (Quantities Sold)

In this section: -

- total quantities sold in the reporting interval worldwide is required.

- In case of Product was marketed in Egypt, total amount sold in Egypt and the distribution list
should be attached.

lll.Incidents Information

The objective of this SMH section is to present safety data through line listing of incidents from
marketing experience (including reports from healthcare professionals, consumers, scientific
literature, and competent authorities worldwide), and corrective/preventive actions taken in
correspondence to those incidents.

] Medical device Incident e s .
Incident ., . . Classificati Corrective
. Model/C Batch Serial Patient relation to Represent A .
Descript .. h . onof  /Preventive
ion ode No. /Lot No. No. Outcome incident Serious Public Incident | Action(s)®
(Causality) Health Threat
1 CJPublic Health (Choose an Yes/ no
Threat item)
i h
5 CJPublic Health (C .oose an Yes/ no
Threat item)
3 CJPublic Health (Choose an Yes/ no
Threat item)
i h
4 CJPublic Health (C .oose an Yes/ no
Threat item)
5 CJPublic Health (Choose an Yes/ no
Threat item)

*Table may be expanded as needed
* Medical device relation to incident (Causality): Related or not related.
* |f there is CAPA, Provide its details separately under the table or on separate attachment.

IV.Periodic Safety Reports (PSRs) Information

This section of the SMH represent Periodic Summary Reports of similar incidents with the same
device or device type in a consolidated way where the root cause is known or an FSCA has been
implemented in correspondence to those PSRs.

Nature of Problem Model Incidents . .
No. of / . Corrective Countries Where
No. Agreed for PSR . Code Described In FSN . . - 7
. Incidents/PRS /Preventive Action(s) Was Distributed
Reporting No.

6 Corrective and preventive actions are remedial action, corrective action/preventive action, or Field Safety Corrective
Action (FSCA).

7 Countries where the PSR was distributed, and this is not necessarily limited to countries where the PSR'S incidents
were originally occurred.



[COMPANY NAME]
(Date of Report)
MANUFACTURER’S SUMMARY OF MARKETING HISTORY

1 (Number) [IDescribed In
FSN

) (Number) [1Described In
FSN

*Table may be expanded as needed

V. Regulatory Actions Taken In the Reporting Interval for Safety Reasons

This section of the SMH should include a description of significant actions related to safety that have
been taken worldwide during the reporting interval, related to marketing experience by the
marketing authorization holder (a significant influence on the safety of the authorized medical
device).

Regulatory actions for safety reasons should include but not limited to recalls, Field Safety Notices
(FSNs), Field Safety Corrective Actions (FSCAs), repair, replace, relabeling, patient monitoring, or
modification/adjustment.

Actions are listed in correspondence to medical devices names, model or code numbers, down to
batch, lot, or serial numbers, if applicable (Tabular format can also be used).

Countries where actions were conducted shall be mentioned for each action.

FSN Ref. No.

FSN/ Recall issue

Action taken

Date of FSN/recall

Affected
countries

Closure Date

Affected Codes/
Models

Affected Batch/
Lot numbers

FSN documents Attach the FSN that Distributed globally

*Table may be expanded as needed

VI. Conclusions and Comments

Mention any endorsements, declarations, explanations, and any reason(s) for omission of any field(s).
Legal Manufacture declare that there are/ are not:

- Incident

- PSR

- FSN

- Recall

- Warning



[COMPANY NAME]
(Date of Report)
MANUFACTURER’S SUMMARY OF MARKETING HISTORY

Sighature

Title
(Date)



