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Case Study

Case Study 

 (Case Study)

Flow Chart of case study file for a registered medical device 

  

 

 

 

Case Study
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❖ 

 

❖ normal track 

❖ fast track 
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❖  

❖ Reference Countries
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4.  

✓ 
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✓ .
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✓  
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5. 

Flow Chart of Variation of Medical Devices 

 
 

 

                     5 working days (For fast track submission) or 8 working days (For normal track 

submission)  

      

 

 

 

 

 

 

 

Requirements fulfilled within  60 working days by the company 

 

            

  

 

Fulfill Requirements 

   

                                                          Reject                                 Suspend

File evaluation by junior then manager of 

Evaluation unit   

Evaluated by: 

1-Scientific committee 

2-Vigilance department  

3-Stability committee 

4-Regulatory 

evaluation- 

(Technical file review, 

certificate checking) 

 

Reject  

 

Accept  

 

Requirements sent to Company   

 

Final file Revision 

Evaluation by Technical Committee or 

central administration of medical 

devices 

  Submission 

of petition 

Evaluation by: 

1-Scientific committee   

2-more Regulatory 

evaluation 

 

Issuance of updated 

version of Registration 

License 

 

   (10 working days (For fast track submission)  

or 25 working days)  (For normal track submission)    

Accepted 

 

File checking according to the check list  
Notification for company 

by reasons of reject 

 

 

             Fulfill 

the requirements 

Electronic submission on the following link 

medevice.edaegypt.gov.eg 

Then Manager of Reception unit checks all uploaded 

requests then distributes them to staff for evaluation 

 

 

suspend 

 

Inform applicant 

about requirements 

 
90 working days 
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.

 

 

https://medevice.edaegypt.gov.eg

• 

• 

checklist 

 

• 

 

•  

 

• 

 

• https://medevice.edaegypt.gov.eg

• 

 

• 

 

• 
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6. 

 

 

Do and tell 

1.  

2.  

3. 

)( 

4. 

 

Tell and Do 

1. 

• USP  

• 

2. 

3.  

4.  

5.  

6.  

7.  

8. 

 

9.  

10. 

Tell, Assess, and 

then Do 

 

1.  

2. design 

3.  
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1-  

 Class IIb , III,AIMD 

2-  

. 

3- 

4- RecallFSNFSCA(incidents)

 

•  

-  

- 

free sale certificate 

- Notified body 

- Notified body 

- (Notified Body) 

 

• 

secondary packaging 

• biocompatibility study 

 

•  

            Biocompatibility study according to ISO 10993 

•  

ASTM F1980Accelerated Stability study according to ASTM F1980 

Packaging validation According to ISO 11607

  

• 

- .check list 

-  

-  

-  

• 
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•  

(USP range)

(Tensile Strength)

.

•  

(USP range)

Tensile Strength

• Ophthalmic Sutures

(Tensile Strength) 

• Ophthalmic Sutures 

 (Tensile Strength)

. 

 artwork / IFU

 

1. 

2. 

3. 

4.  

5.  

6. 

 

 

 

1. 

 

2. 

3.  
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) 

1.  

2. 

OTC 

3. 

Case Study

Case Study

1- 

2- medevice.edaegypt.gov.eg)

3- 

4- 

5- 

   

   

Case study

Case Study 

Notified body

. 

4Case study 
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If not fulfilled 

 Flow Chart of case study file for a registered medical device   

 

 

 

 

 

 

 

 

 

 

 

                                            

 

 

 

 

 

 

 

 

 

 

 

 
 

Requirements fulfilled by the applicant 

   (3 working days)     

 

   (5 working days)     

 

Submission of the case study 

inquiry  

 

Sending initial requirements to the applicant 

 

Evaluation of Case study inquiry  

and sending the requirements to the applicant 

 

Yes No 

Evaluation of the Case study inquiry   

Fulfillment 

Freeze  

The case study inquiry  

 

Requirements fulfilled by 

the applicant 

 

Accepted Freeze  

The case study inquiry  

Evaluation  

 

Not Accepted 

New Registration file 

submission 

45 working 

days 

5 working days 

Accepted 

 

Variation files 

submission in the 

reception 
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9.  

✓ 

✓ 

      

: 

• 

• 

• 

• 

• 

 

• single dose / multiple dose

 

•  

notified 

body 

• 

 

• 

 Endotracheal Tube uncuffed>5mm

• central line catheterCVC (centrally inserted not 

peripherally)

guiding y connectorguiding 

guide wire

 

•  

 

• 

Urogynecological Surgical Mesh Implants 
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1. 

TGA 

2. (Summary of Marketing History)

 

 
 

1. Changes related to Intended Use 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

New clinical 

application? 

No 

No 

No 

No 

Submit a New-

Registration file. 

yes 

yes 

yes 

Submit a case study file to the variation 

administration  

 

Intended use 

limitation? 

 

Intended use 

Re-wording (for 

more clarity)? 

 

Change due to 

corrective 

action** 

***competent 

authority 

approval or 

Notified body 

reply)  

) 

 

yes 

Submit a variation file. 

(Change to be assessed by scientific 

committee or Notified body reply) 

No 

**requires competent authority 

approval or Notified body reply) 

Extension of 

intended use? 

yes 
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2. Changes related to the materials 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Submit a case study file to the variation 

administration  

to evaluate the change (Justification is 

required & Notified body reply) 

yes 

No 

yes 

Submit a New-

Registration file. 

yes 

yes 

Submit a variation file. 

 

 Change in material type 

formulation, chemical 

composition, or the 

material’s composition? 

 

 

Change due 

to corrective 

action?** 

 

 

***competent 

authority 

approval or 

Notified body 

reply)  

) 

 

**requires competent authority 

approval or Notified body 

reply) 

 Will the new material directly 

or indirectly*** contact body 

tissues or fluids? 

 

 

 Has the new material been 

used in a similar legally 

marketed device? Or are both 

materials bioequivalent? 

 

 

No 

No 

***A material with indirect contact 

is a material through which a fluid 

or gas passes prior to the fluid or 

gas coming into physical contact 

with body tissue 
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3. Changes related to the Design  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

No 

Submit a case study file to the 

variation administration  

to evaluate the change 

(Justification is required & 

Notified body reply) 

yes 

Submit a New-

Registration file. 

 
Change of built-in control 

mechanism, operating 

principle, source of energy or 

alarm system? 
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4 Changes related to IFU 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 No 

yes 

yes 

No 

Submit a case study file to the 

variation administration  

to evaluate the change (change to be 

evaluated by scientific committee & 

Notified body reply) 

Submit a variation file. 

(Change to be assessed by 

scientific committee or 

Notified body reply) 

Change due to 

corrective 

action?** 

***competent 

authority 

approval or 

Notified body 

reply)  

) 

000000000 

 

Formatting an existing IFU 

content including 

reorganization of information / 

clarifying of critical information 

to end user or according to 

MDR Format  

 
**requires competent authority 

approval or Notified body reply) 
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5.Changes related to classification 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 
 
 

 
 
 
 
 
 
 

 

yes 

No 

Submit a variation file. 

(Provided that the CE certificate 

mentions product’s name & new 

class or letter issued form notified 

confirming the device’s new 

classification + manufacturer’s 

justification for this change 

mentioning the MDR’s rule) 

No 

yes 

Submit a New-

Registration file. 

Return to Chart 1 &3 

for determination 

 Is the Upper/ down 

classification due to 

MDR application? 

 Does the new class 

reflect a change in 

indication and/or 

Design?  
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Gauge or Shape or 

Diameter or Volume 

or Suture or Length 

 

 

 

 

 

 

 

 

 

1-  

2- 

 

3- 

 

4- 

CFG from FDA, CE,

ISO 13485:2016EN ISO 13485:2016 FRRESALE

CFG from USFDA

FDA CDRH Export 

certificate validationClass IIFDA CDRH 

Export certificate validationPMA(Premarket Approvalclass 

III

5- Free Sale

CFG  USFDA

   CEISO13485FDA

Plant at that time appeared to be  in compliance with current good manufacturing practice 

requirements 

6- CENotified body

Annexclassification 

 

bovineCE 

EU722/2012 (The Regulation replaces the Commission Regulation existing requirements 

contained in Directive 2003/32/EC concerning medical devices manufactured utilizing tissues of 

animal origin (TSE-susceptible animals in medical devices 

CE Class I Non-Sterile  
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7- ISO 13485:2016EN ISO 13485:2016

Product category 

8- Declaration of conformity

kit/set contents

kit/set 

Notified bodyCE

Indication of use & Classification

9- 

10- 

GMDN codes 

 :

Gauge or Shape or Diameter or Volume or Suture (no of Strands{

11- 

  

- 

Inner & Outer label & IFU 

• 

USP rangetensile 

strength

New codes 
Registered 

codes 
Factors 

  Are the Devices the same classification? 

  Do they have the same GMDN Codes? 

  
Are the Intended Purposes of each of the Devices 

the same? 

  
Do the devices Operate or Function in the Same 

way? 

  
Physical design and Construction the Same or very 

similar? 

  Are the devices of the same Material(s)? 

  
Are the risk profiles for each of the devices the 

same? 
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• 

 USP range 

Tensile Strength

• Ophthalmic Sutures

tensile strength 

• Ophthalmic Sutures 

 tensile strength

.

• 

justification)

• 

Free sale

 

1-  

2- 

 

3- 

 

4- 

Declaration of conformity, free sale or FDA,CE &ISO certificate

5-  

6-  

7- 

 

8- Inner and outer label for the new facility 

9-  
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1-  

2- 

 

3- 

4-  

(Justification)

Notified Body 

5-  

(Justification)

6-  

Notified Body

JustificationShelf life  
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1-  

2- 

 

3- 

 

4- 

Declaration of conformity, free sale or FDA,CE &ISO certificate

5-  

6- 

GMDN code

7- Performance data for new sterilization method/s

8- Comparison study between old &new sterilization methods

9- Inner &outer label for New Sterilization Methods

10- 

 

11- 

1- Application

2- Sterilization Validation Report. 

3- Stability Study for the new sterilization Method  
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1-  

2-  

3- 

 

4- 

 

5-  

6- 

 

7- 

8- 

 

9- 

 

10-  

11- 

 

12- 

 

13-  

14-  

15- 

 

16-  

17- 
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18-  

19-  

20- 

 

21-  

22- 

 

23- 

 

24-  

25-  

26- 

 

 

27- 

 ( Authorization letter / 

Authorization agreement/ Authorization Services)

 

28-  

 

1-  

2- 

 

3- 

 

4- 

5-  

6-  
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1-  

2- 

 

3- 

 

4- 

 

5-  

6-  

 

1-  

2- 

 

3- 

 

4- 

Declaration of conformity, free sale or FDA, CE &ISO certificate

 

inner/outer label  
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Legal 

Manufacturer

 

1-  

2- 

 

3- 

 

4- Legal manufacturer

Declaration of conformity, free sale or FDA, CE &ISO certificate

5- :

6- Actual 

Manufacturer

7-  .

8- 

Legal manufacturer. 

9- .

10- inner/outer label  Legal manufacturer

label 

legal 

manufacturer

 

1-  

2- 

 

3- 

 

4- Legal manufacturer

Declaration of conformity, free sale or FDA, CE &ISO certificate

5- :

 - .

 - .

 -    

GMDN) Classification

. 

6-  . 

7-  . 

8- Inner/outer label  . 

9- .

  Variation 
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1-  

2- 

 

3- 

 

4- 

Declaration of conformity, free sale or FDA, CE &ISO certificate  

5-  

6- 

  GMDN code  

. 

7- New Packaging certificate mentioning the packaging material and packed quantity  

8- Inner &outer label . 

9- 

- 

- Sterilization validation report 

- secondary 

packagingnotified body 

primary packagingnotified body  

biocompatibility

primary pack

 



  

   

  
28                                    

     

  
ل

ي
دل

 
ى

م
ي

ظ
ن

ت
 

 

 

EDREX:GL.CAMD.003 

 

 

artwork 

IFU

 

- 

- 

1-  

2- 

 

3- 

 

4- from legal manufacturer signed and stampedlay out for the new labels or IFU 

5- old labels/ IFUnew labels /IFU

6-  

7- 

 

8- 

 

9- 

Declaration of conformity,free sale or FDA, CE &ISO certificate

10- 

GMDN code

 

11- art work

 

12- 

 

13- 

Protocol of stability study,*Storage conditions(Temperature ,for how long  ,no. of samples  

Evaluation of tests done , *Calculation of shelf life , *Conclusion for the study 
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1.  

Class 

1-Declaration of Conformity according to Japanese  regulations. 

2-Free sale certificate (  Issuance authority MHLW ). 

    3-Certificate of Quality management system conformity (kijun tekigoshou)

 (In conformity with ordinance 169) Or (MDSAP)  Issued to MAH and foreign 

manufacturer “if present”) (if applicable according to JMDN) (  Issuance authority MHLW 

or RCB ). 

Class I

 

1-Declaration of Conformity according to Japanese  regulations. 

2-Free sale certificate (Issuance authority MHLW). 

   3-Certificate of conformity  Issuance authority registered certification body  (RCB) 

4- Certificate of Quality management system conformity (kijun tekigoshou) (In 

conformity with ordinance 169) 

Or (MDSAP)  Issued to Market authorization holder and foreign manufacturer “if 

present”) for all classes and class I devices (if applicable according to JMDN)  

( Issuance authority MHLW or RCB ). 

Class II

 

Class III
 

1-Declaration of Conformity according to Japanese  regulations. 

2-Free sale certificate (Issuance authority MHLW). 

3- Certificate of Quality management system conformity (kijun tekigoshou) (In 

conformity with ordinance 169) 

Or (MDSAP)  Issued to Market authorization holder and foreign manufacturer “if 

present”) for all classes and class I devices (if applicable according to JMDN)  

(Issuance authority MHLW or RCB ). 

Class IV 

 

2. *( 

 

Class 

DOC(UK MDR 2002) 

Free sale  

• : FSC

• :FSC

 

Class I non-sterile dosage form 
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Class 

  DOC  (UK MDR 2002) . 

Free sale

• :: FSC

 

• :FSC

 

• ISO 13485:2016 

United Kingdom Conformity Assessment )UKCA( 

Class Is, IIa , IIb, III. 

 

 

3.  

 

 Class 

1-Declaration letter mentions full medical device list submitted to the Egyptian 

health authority  

2- DOC acc. to Canadian regulation mention the classification   

3-Manufacturer certificate to cover export of medical devices (= FSC) issued 

from: the (HPFBI), Health Canada 

4-Medical device establishment license 

Class I 

1-Declaration letter mentions full medical device list submitted to the Egyptian 

health authority 

2-Medical device active license  

(In case medical device active license is issued for medical device family, medical 

device group, or medical device group family) 

N.B: the declaration letter will be sent to the health Canada to confirm that the 

license covers the whole medical device list 

3-DOC acc. to Canadian regulation mention the classification  

4-Manufacturer certificate to cover export of medical devices (= Free sale) 

issued from: The Health Products and Food Branch Inspectorate (HPFBI), Health 

Canada 

5-MDSAP certificate. 

Class II, III, 

IV 
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Case Study 

Free Sale+ CE+ ISO13485  or CFG+ ISO13485

Declaration of conformity  

 GMDN code 

 
 

 

 Egyptian Drug AuthorityEDA 

 Medical Device MD 

Active Implantable Medical Device AIMD 

 
International Organization for 

Standardization 
ISO 

 European ConformityCE or EC 

 Food & Drug AdministrationFDA 

 Certificate for Foreign GovernmentsCFG 

 
Free Sale Certificate or Certificate of 

Free Sale
FSC or CFS 

 Notified BodyNB 

 Declaration Of ConformityDOC 

 Instruction For UseIFU 

 
Global Medical Device Nomenclature 

code
GMDN Code 

ReferenceREF. 

 Field Safety NoticesFSNs 

 Field Safety Corrective Actions FSCAs 

Good Manufacturing Practice GMP 

Pre-Market Approval PMA 

 United States Pharmacopeia USP 



  

   

  
34                                    

     

  
ل

ي
دل

 
ى

م
ي

ظ
ن

ت
 

 

 

EDREX:GL.CAMD.003 

 

 

 

1- 

 

2-  

3-  

4-  

5- 

Standard Guide for Accelerated Aging 

of Sterile Barrier Systems and Medical 

Devices 

ASTM F1980 

Active Implantable Medical Devices AIMD 

   

Conformity European – MarkingCE-Marking 

Therapeutic Goods Administration TGA 

Ministry of Health, Labor and Welfare MHLW 

Medical device single audit Program MDSAP 

Registered certified body RCB 


