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 30 اآلتي: توضيح متطلباتتحديد و الغرض من هذا الدليل 

 31 قيد األجهزة واملنتجات الطبية  -

 32  ألجهزة واملنتجات الطبيةا بتسويقإذن على الحصول  -

 33 .فيها افي أسواقها أو استخدامه اإلى اململكة أو طرحه هاإدخالغرض وذلك ب

……… 34 

ملحقاتها الطبية )وتشمل ألجهزة واملنتجات لواملستوردين واملوزعين ينطبق هذا الدليل على املصّنعين واملمثلين القانونيين  35 

األجهزة  ويستثنى من ذلك( وملحقاتها العدسات الالصقة وأجهزة الليزر الجراحية املستخدمة ألغراض تجميلية غير طبيةو  36 

عاألجهزة واملنتجات الطبية بما في ذلك املستوردة ألغراض خاصة  واملنتجات الطبية  37 .بالطلب ةاملصنَّ

38 

 إلى 
ً
ات من "الئحة رقابة األجهزة واملنتج)ب( والعاشرة والسادسة الرابعة  املوادأصدرت الهيئة/القطاع هذا الدليل استنادا 39 

واملعدلة بقرار هـ  29/12/1429( وتاريخ 1429-8-1الطبية" الصادرة بقرار مجلس إدارة الهيئة العامة للغذاء والدواء رقم ) 40 

 41 :اآلتي تضمنت التيه و 9/4/1439( وتاريخ 4-16-1439رقم )مجلس إدارة الهيئة العامة للغذاء والدواء 

حه في أسواقها أو استخدامه فيها، إال بعد تسجيله لدى ال يجوز إدخال أي جهاز/منتج طبي إلى اململكة أو طر  - 42 

 ألحكامها، ويجوز لها أن تستثني أي جهاز/منتج طبي بما يحقق 
ً
الهيئة والحصول على إذن بالتسويق منها وفقا 43 

 44 املصلحة العامة.

املي، يجب أن يكون الجهاز/املنتج الطبي متوافقا مع متطلبات واحدة على األقل من دول فريق التجانس الع - 45 

باإلضافة إلى االشتراطات الخاصة باململكة فيما يخص البطاقة التعريفية وظروف تأمين و/أو استخدام  46 

تعطي إذن التسويق للجهاز/املنتج  الجهاز/املنتج الطبي للحصول على إذن بالتسويق في اململـكة. ويجوز للهيئة أن 47 

 الشتراطات تضعها الهيئة.
ً
 48 الطبي وفقا

جهزة واملنتجات الطبية املحليين وممثلي ومستوردي األجهزة واملنتجات الطبية املوجودين يجب على مصّنعي األ  - 49 

راد أي في اململكة واملوزعين ومقدمي الرعاية الصحية املستوردين لألجهزة واملنتجات الطبية ومن له عالقة باستي 50 

بالسجل الوطني لألجهزة واملنتجات قيد األجهزة واملنتجات الطبية التي يتعاملون بها جهاز/منتج طبي في السوق  51 

 52 الطبية بالهيئة.  

بشأن تحديث اإلطار الزمني لحذف الطلبات في نظام اإلذن   هـ. 7/2/1440إعالن القطاع/الهيئة الصادر بتاريخ  - 53 

 54 .بتسويق األجهزة واملنتجات الطبية

صوص اجراءات الحصول تحديثات بخبشأن  .هـ 3/4/1440تاريخ و  2018/  12 (1إعالن القطاع/الهيئة رقم ) - 55 

 56 اإلذن بالتسويق لألجهزة واملنتجات الطبية. على شهادة
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 62 

 عام

 

ال يجوز إدخال أي جهاز/منتج طبي إلى اململكة أو طرحه في أسواقها أو استخدامه فيها،  1

 الحصول علىمن خالل "قيد األجهزة واملنتجات الطبية" أو الهيئة  تسـجيله لدىإال بعد 

 ودرجة "اإلذن بتسويق األجهزة واملنتجات الطبية" وذلك حسب نوع الجهاز/املنتج

 .هتخطور 

الطبي متوافقا مع "املبادئ األساسية للسالمة واألداء" املنتج  يكون الجهاز/ أنيجب  2

 .ذو العالقة (2امللحق )أو  (1امللحق )املشار إليها في 

 باآلتي: املنتج الطبي الجهاز/يقوم مصّنع  أنيجب  3

"املبادئ األساسية للسالمة إعداد "املستندات الفنية" التي تثبت التوافق مع  −

واالحتفاظ  (3امللحق )محتوية على العناصر املشار إليها في ذات العالقة واألداء" 

 بها وتحديثها.

تأسيس وتوثيق وتطبيق وتحديث نظام إلدارة الجودة وفق املواصفة الدولية  −

  املتطلبات التنظيمية - نظم إدارة الجودة- "األجهزة الطبية 

(ISO 13485:2016 أو ) و إقليميا لنفس اإلصدار متبناة وطنيا أأي مواصفة

 دون تعديل.

 تقديم الطلب

 

 آلتي:وذلك كانوع الجهاز/املنتج الطبي حسب م الطلب يقديتم ت 4

غير املعقمة والتي ال تملك خاصية  منخفضة الخطورة األجهزة واملنتجات الطبية .أ

 : القياس

الحصول على )أو  من خالل "قيد األجهزة واملنتجات الطبية" هايجب تسـجيل −

ويتم  مقدم الطلب اختيار حسب وذلك  الطبية إذن بتسويق األجهزة واملنتجات

 (أدناه حسب الفقرة بالتقدم 

مستورديها  جميععن طريق  "قيد األجهزة واملنتجات الطبية"طلب تقديم يتم  −

 على اآلتي من الهيئة: همحصول وذلك بعد ،وموزعيها

o "للمنشأة "رقم السجل الوطني  

o "الطبية واملنتجات األجهزة  رخصة منشأة(MDEL)"  ملزاولة

من ذلك مقدمو الرعاية  أو التوزيع، ويستثنى/نشاط االستيراد و

 لغرضهم الخاص. الصحية املستوردون 

 عبئة "نموذج قيد األجهزة واملنتجات الطبية" في الطلب بتيقوم مقدم  −

ات اإللكترونية للهيئة العامة للغذاء بوابة الخدملكترونيا عبر "إ (6امللحق )

 املستندات املشار إليها  "والدواء
ً
  ."املستندات املطلوبة"قسم في مرفقا

https://ghad.sfda.gov.sa/ar
https://ghad.sfda.gov.sa/ar
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 .(7امللحق )املقابل املالي حسب  سداد −

" رقم القيد الوطني للجهاز/املنتج الطبي" تصدر الهيئةعند استيفاء املتطلبات  −

 .لديهاكتروني للشخص املفوض املعرف لبريد اإللعبر اوترسله 

 

  األخرى:األجهزة واملنتجات الطبية  .ب

"إذن بتسويق األجهزة واملنتجات الطبية على  تسجيلها وحصولهايجب  −

(MDMA.") 

ممثل القانوني يتم تقديم الطلب عن طريق المصّنع )المحلي أو الخارجي( أو ال −

 للمصنع الخارجي إذا رغب.

بالتسويق لألجهزة واملنتجات ذن اإل نموذج طلب مقدم الطلب بتعبئة " يقوم −

بوابة الخدمات اإللكترونية للهيئة العامة للغذاء "عبر إلكترونيا  الطبية"

 املستندات املشار إليه" والدواء
ً
 إلذن بالتسويق"القاعدة اإلجرائية لفي ا مرفقا

(MDS-IR6.") 

 .(7امللحق )حسب  املقابل املالي سداد −

ألجهزة واملنتجات بتسويق اذن اإل  هادة"ش تصدر الهيئةعند استيفاء املتطلبات  −

 وتكون  ،(8امللحق )محتوية على املعلومات املشار إليها في (" MDMA) الطبية

 لكتروني للشخص املفوض املعرف لديها.لبريد اإل. وترسلها عبر اللمصّنع ملكيتها

( 10خالل )وذلك في الطلب يجب إخطار الهيئة بأي تغيير يحصل في املعلومات املقدمة  5 ما بعد التسجيل

 أيام من حدوث التغيير.

 من انتهاء60تجديد قبل )الب تقديم طل يحق 6
ً
رقم القيد الوطني صالحية " ( يوما

 .("MDMAبتسويق األجهزة واملنتجات الطبية )ذن " أو "شهادة اإل للجهاز/املنتج الطبي

63 

 64 

65 

https://ghad.sfda.gov.sa/ar
https://ghad.sfda.gov.sa/ar
https://ghad.sfda.gov.sa/ar
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66 

 مالحظات املستندات املطلوبة 

البطاقة املثبتة على الجهاز/املنتج الطبي  
(Label ) 

افقة مع متطلبات البطاقة يجب أن تكون متو  −
"املبادئ األساسية للسالمة  يالتعريفية املشار إليها ف
حسب  (2امللحق )أو  (1امللحق )واألداء" املشار إليها في 

 نوع الجهاز/املنتج.
بطاقة التعريفية يجب أن تكون مطابقة لمتطلبات ال −

 MDS-G10المنشورة في الدليل 

 تعليمات االستخدام للجهاز/املنتج الطبي 
(IFU) 

 نظام إدارة الجودةل االمتثالإثبات   
"6ISO 13485:201 " أو غيرها 

متطلبات نظام يجب أن تلبي املتطلبات املشار إليها في " −

 ".لألجهزة واملنتجات الطبية إدارة الجودة السعودي

ئحة رقابة اإلقرار باملطابقة ملتطلبات "ال  
  األجهزة واملنتجات الطبية"

 

يجب أن يكون اإلقرار محتويا على املعلومات املشار  −
  (9امللحق )إليها في 

 للطباعة والتعديل سخة قابلةلن هنااضغط  −

متوافقا مع  املنتج /وثائق إثبات بأن الجهاز 
 و أاليابان  و أكندا  و أأستراليا متطلبات رقابة 

االتحاد دول  و أالواليات املتحدة األمريكية 
 أو غيرهم األوروبي

 1/1/2020 ينتهي العمل بهذه املتطلبات بتاريخ −
 اإلثبات يكون حسب التالي:  −

 : األوروبي االتحاددول  −
o  اإلقرار باملطابقة ملتطلبات االتحاد األوربي

(DOC ) 
o  واثبات تسجيل الجهاز/املنتج الطبي لدى إحدى

 االتحاد األوروبيدول 
 

 : الواليات املتحدة األمريكية −
o  قرار (510K أو ) 
o  )بأن الجهاز/املنتج مستثنى من إقرار من املصّنع )أ

 (510K)الحصول على 
ملنشأة وقيد الجهاز/املنتج )ب( إثبات بتسجيل ا

)على سبيل املثال صورة الشاشة من موقع إدارة 
 الغذاء والدواء األمريكية(

)ج( املادة التنظيمية الفيدرالية ذات العالقة )على 
سبيل املثال صورة الشاشة من موقع إدارة 

 الغذاء والدواء األمريكية(
 

 : كندا −
o ( اإلقرار باملطابقة للمتطلبات الكنديةDOC) 
o  ورخصة املنشأة 
o  شهادة مصنع تغطي األجهزة واملنتجات الطبية

 املصدرة الى اململكة
 

 : أستراليا −
o شهادة التحقق من املطابقة األسترالية 

file://///rb1-fs-05/MD/PMA%20&%20SE/Standards%20&%20Guidelines/اللوائح%20والمواصفات/اللوائح%20والادلة/Guidelines/03%20MDS's%20Reg%20Guidance%20Doc%20(Published)/MDS-G05%20Guidance%20-%20MDMA%20(En)/ر
file://///rb1-fs-05/MD/PMA%20&%20SE/Standards%20&%20Guidelines/اللوائح%20والمواصفات/اللوائح%20والادلة/Guidelines/03%20MDS's%20Reg%20Guidance%20Doc%20(Published)/MDS-G05%20Guidance%20-%20MDMA%20(En)/ر
file://///rb1-fs-05/MD/PMA%20&%20SE/Standards%20&%20Guidelines/اللوائح%20والمواصفات/اللوائح%20والادلة/Guidelines/03%20MDS's%20Reg%20Guidance%20Doc%20(Published)/MDS-G05%20Guidance%20-%20MDMA%20(En)/ر
https://www.sfda.gov.sa/ar/medicaldevices/WeaklyUpdateImplants/Annex2lowclass.docx
https://www.sfda.gov.sa/ar/medicaldevices/WeaklyUpdateImplants/Annex2lowclass.docx
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o  وإقرار المصنع بأن الجهاز / المنتج الطبي
  (DOC)مطابق للمتطلبات األسترالية 

 
 اليابان: −

o  .اإلقرار الذاتي باملطابقة للمتطلبات اليابانية 
o في اليابان  طار التسويق للجهاز/املنتج الطبياخ 

 67 

 68 
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 70 

 71 

البداية

نعم

املنتج الطبي /هل الجهاز
منخف  الخطورة غير مخبري 

وتشخي  ي وغير معقم وال 
يملك خاصية القياس 

ال 

أختر احدى 
:املسارات اآلتية

" إذن بالتسويق"يجب الحصول على  املنتج الطبي/يجب قيد الجهاز

النهاية

املنتج ضمن نطاق /هل الجهاز
الدليل 

نعم

  ع الخار ي
ّ
أو (يقدم الطلب فقط عن طريق املصّنع املحلي او املصن

).ممثله القانوني املفوض إذا رغب

 يقوم مقدم الطلب:
"  نموذج طلب اإلذن بالتسويق لألجهزة واملنتجات الطبية"بتعبئة   -            

بوابة الخدمات اإللكترونية للهيئة العامة للغذاء "إلكترونيا عبر           
 املستندات املشار إليها في " والدواء          

ً
القاعدة اإلجرائية لإلذن "مرفقا

)".MDS-IR6( بالتسويق          
)7(سداد املقابل املالي حسب امللحق    -             

  عند استيفاء املتطلبات تصدر الهيئة شهادة اإلذن بالتسويق لألجهزة
) MDMA(واملنتجات الطبية 

 املنتج/يقدم الطلب من قبل جميع مستوردي وموز ي الجهاز

 يقوم مقدم الطلب :
) 6(في امللحق " نموذج قيد األجهزة واملنتجات الطبية"بتعبئة     -             

بوابة الخدمات اإللكترونية للهيئة العامة للغذاء "إلكترونيا عبر             
 املستندات املشار إليها في قسم " والدواء            

ً
املستندات "مرفقا

"املطلوبة            
)7(سداد املقابل املالي حسب امللحق    -             

  املنتج /رقم القيد الوطني للجهاز"عند استيفاء املتطلبات تصدر الهيئة
"الطبي

يجب أن يحصل على موافقة الهيئة قبل طرحه للتداول في اململكة، ويجب اآلتي 
:للحصول على املوافقة

 املشار إليها " املبادئ األساسية للسالمة واألداء"املنتج متوافقا مع / أن يكون الجهاز
.املنتج ودرجة خطورته/حسب نوع الجهاز) 2( أو امللحق) 1(في امللحق 

  التي تثبت التوافق مع املبادئ األساسية محتوية على " املستندات الفنية"إعداد
.واالحتفاظ بها وتحديثها) 3(العناصر املشار إليها في امللحق 

  ع وفق
ّ
متطلبات نظام إدارة "تأسيس وتوثيق وتنفيذ نظام إدارة الجودة للمصن

.والتقيد به". الجودة السعودي لألجهزة واملنتجات الطبية

 72 
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 94 الرقابية العالمية. تمتجانسة مع األنظمة والمتطلباالتالية المالحق المتطلبات المذكورة في 

The requirements stated in the following Annexes are harmonized with International regulatory 95 

requirements.  96 

  97 
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1

Essential Principles of Safety and Performance for  

Medical Devices other than In-Vitro Medical Device 

 

Device name:  

Device identifier/configuration:  

 

 

Essential Principal 
Applies to 

the device? 

Standards applied Method of 

Conformity & 

solutions applied. 

Identity of Specific 

Documents 

General Requirements     

1. Devices shall achieve the performance intended by their 

manufacturer and shall be designed and manufactured in such a 

way that, during normal conditions of use, they are suitable for 

their intended purpose. They shall be safe and effective and shall 

not compromise the clinical condition or the safety of patients, or 

the safety and health of users or, where applicable, other persons, 

provided that any risks which may be associated with their use 

constitute acceptable risks when weighed against the benefits to 

the patient and are compatible with a high level of protection of 

health and safety, taking into account the generally acknowledged 

state of the art. 

 

 

  

2. The requirement in this appendix to reduce risks as far as possible 

means the reduction of risks as far as possible without adversely 

affecting the benefit-risk ratio. 
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Essential Principal 
Applies to 

the device? 

Standards applied Method of 

Conformity & 

solutions applied. 

Identity of Specific 

Documents 

3. Manufacturers shall establish, implement, document and maintain 

a risk management system. Risk management shall be understood 

as a continuous iterative process throughout the entire lifecycle of 

a device, requiring regular systematic updating. In carrying out 

risk management manufacturers shall:  

(a) establish and document a risk management plan for each 

device;  

(b) identify and analyse the known and foreseeable hazards 

associated with each device;  

(c) estimate and evaluate the risks associated with, and occurring 

during, the intended use and during reasonably foreseeable misuse;  

(d) eliminate or control the risks referred to in point (c) in 

accordance with the requirements of EP4;  

(e) evaluate the impact of information from the production phase 

and, in particular, from the post-market surveillance system, on 

hazards and the frequency of occurrence thereof, on estimates of 

their associated risks, as well as on the overall risk, benefit-risk 

ratio and risk acceptability; and  

(f) based on the evaluation of the impact of the information 

referred to in point  (e), if necessary amend control measures in 

line with the requirements of EP4. 
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4. Risk control measures adopted by manufacturers for the design 

and manufacture of the devices shall conform to safety principles, 

taking account of the generally acknowledged state of the art. To 

reduce risks, Manufacturers shall manage risks so that the residual 

risk associated with each hazard as well as the overall residual risk 

is judged acceptable. In selecting the most appropriate solutions, 

manufacturers shall, in the following order of priority:  

(a) eliminate or reduce risks as far as possible through safe design 

and manufacture;  

(b) where appropriate, take adequate protection measures, 

including alarms if necessary, in relation to risks that cannot be 

eliminated; and  

(c) provide information for safety (warnings/precautions/contra-

indications) and, where appropriate, training to users. 

Manufacturers shall inform users of any residual risks. 

 

 

  

5. In eliminating or reducing risks related to use error, the 

manufacturer shall: (a) reduce as far as possible the risks related to 

the ergonomic features of the device and the environment in which 

the device is intended to be used (design for patient safety), and 

(b) give consideration to the technical knowledge, experience, 

education, training and use environment, where applicable, and the 

medical and physical conditions of intended users (design for lay, 

professional, disabled or other users). 
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6. The characteristics and performance of a device shall not be 

adversely affected to such a degree that the health or safety of the 

patient or the user and, where applicable, of other persons are 

compromised during the lifetime of the device, as indicated by the 

manufacturer, when the device is subjected to the stresses which 

can occur during normal conditions of use and has been properly 

maintained in accordance with the manufacturer's instructions. 

 

 

  

7. Devices shall be designed, manufactured and packaged in such a 

way that their characteristics and performance during their 

intended use are not adversely affected during transport and 

storage, for example, through fluctuations of temperature and 

humidity, taking account of the instructions and information 

provided by the manufacturer. 

 

 

  

8. All known and foreseeable risks, and any undesirable side-effects, 

shall be minimised and be acceptable when weighed against the 

evaluated benefits to the patient and/or user arising from the 

achieved performance of the device during normal conditions of 

use. 

 

 

  

9. For the devices which do not have medical intended purpose but 

shall be treated as medical devices in this regulation, the general 

safety requirements set out in EP1 and EP8 shall be understood to 

mean that the device, when used under the conditions and for the 

purposes intended, does not present a risk at all or presents a risk 

that is no more than the maximum acceptable risk related to the 

product's use which is consistent with a high level of protection for 

the safety and health of persons. 

 

 

  

Design and Manufacturing Requirements     
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10. Chemical, physical and biological properties     

10.1. Devices shall be designed and manufactured in such a way as 

to ensure that the general characteristics and performance 

requirements are fulfilled. Particular attention shall be paid to:  

(a) the choice of materials and substances used, particularly as 

regards toxicity and, where relevant, flammability;  

(b) the compatibility between the materials and substances used 

and biological tissues, cells and body fluids, taking account of the 

intended purpose of the device and, where relevant, absorption, 

distribution, metabolism and excretion;  

(c) the compatibility between the different parts of a device which 

consists of more than one implantable part;  

(d) the impact of processes on material properties;  

(e) where appropriate, the results of biophysical or modelling 

research the validity of which has been demonstrated beforehand;  

(f) the mechanical properties of the materials used, reflecting, 

where appropriate, matters such as strength, ductility, fracture 

resistance, wear resistance and fatigue resistance;  

(g) surface properties; and  

(h) the confirmation that the device meets any defined chemical 

and/or physical specifications. 
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10.2. Devices shall  be designed, manufactured and packed in such 

a way as to minimize the risk posed by contaminants and residues 

to the persons involved in the transport, storage and use of the 

devices and to patients, taking account of the intended purpose of 

the devices.  Particular attention shall  be paid to tissues exposed 

those contaminants and residues and to the duration and frequency 

of exposure. 

 

 

  

10.3. The devices shall be designed and manufactured in such a 

way that they can be used safely with the materials, substances and 

gases with which they enter into contact during their normal use or 

during routine procedures; if the devices are intended to administer 

medicinal products they shall  be designed and manufactured in 

such a way as to be compatible with the medicinal products 

concerned according to the provisions and restrictions governing 

these products and that their performance is maintained in 

accordance with the intended use. 

 

 

  

10.4. Where a device incorporates, as an integral part, a substance 

which, if used separately, may be considered to be a medicinal 

product/drug as defined in the relevant legislation that applies 

within that jurisdiction and which is liable to act upon the body 

with action ancillary to that of the device, the safety, quality and 

usefulness of the substance shall be verified, taking account of the 

intended purpose of the device. 

 

 

  

10.5. The devices should be designed and manufactured in such a 

way as to reduce as far as reasonably practicable and appropriate 

the risks posed by substances that may leach or leak from the 

device. 
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10.6. Devices shall be designed and manufactured in such a way as 

to reduce as far as possible the risks linked to the size and the 

properties of particles which are or can be released into the 

patient's or user's body, unless they come into contact with intact 

skin only. Special attention shall be given to nanomaterials. 

 

 

  

11. Infection and microbial contamination     

11.1. The devices and manufacturing processes shall be designed in 

such a way as to eliminate or to reduce as far as reasonably 

practicable and appropriate the risk of infection to patients, users 

and, where applicable, other persons.  The design shall: 

  allow easy and safe handling, 

and, where necessary:  

 reduce as far as reasonably practicable and appropriate any 

microbial leakage from the device and/or microbial exposure 

during use,  

 prevent microbial contamination of the device, or specimen where 

applicable, by the patient, user or other person. 

 

 

 

  

11.2. Where necessary devices shall be designed to facilitate their 

safe cleaning, disinfection, and/or re-sterilisation 
 

 
  

11.3. Devices labelled as having a specific microbial state shall be 

designed, manufactured and packaged to ensure that they remain 

in that state when placed on the market and remain so under the 

transport and storage conditions specified by the manufacturer. 
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11.4. Devices delivered in a sterile state shall be designed, 

manufactured and packaged in accordance with appropriate 

procedures, to ensure that they are sterile when placed on the 

market and that, unless the packaging which is intended to 

maintain their sterile condition is damaged, they remain sterile, 

under the transport and storage conditions specified by the 

manufacturer, until that packaging is opened at the point of use. It 

shall be ensured that the integrity of that packaging is clearly 

evident to the final user. 

 

 

  

11.5. Devices labelled as sterile shall be processed, manufactured, 

packaged and, sterilised by means of appropriate, validated 

methods. 

 

 

  

11.6.  Devices intended to be sterilised shall be manufactured and 

packaged in appropriate and controlled conditions and facilities..  
 

 
  

11.7.  Packaging systems for non-sterile devices shall maintain the 

integrity and cleanliness of the product and, where the devices are 

to be sterilised prior to use, minimise the risk of microbial 

contamination; the packaging system shall be suitable taking 

account of the method of sterilisation indicated by the 

manufacturer. 

 

 

  

11.8.  The labelling of the device shall distinguish between identical 

or similar devices placed on the market in both a sterile and a non-

sterile condition additional to the symbol used to indicate that 

devices are sterile. 

 

 

  

12. Devices which, if used separately, would be considered to be 

a medicinal product. 
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12.1 In the case of devices which incorporate, as an integral part, a 

substance which, if used separately, would be considered to be a 

medicinal product, shall be verified by reference to Saudi drug law.  
 

 

  

12.2 Devices that are composed of substances or of combinations of 

substances that are intended to be introduced into the human body, and 

that are absorbed by or locally dispersed in the human body shall 

complywith the state of the art for the evaluation of absorption, 

distribution, metabolism, excretion, local tolerance, toxicity, 

interaction with other devices, medicinal products or other substances 

and potential for adverse reactions. 

 

 

  

13. Devices incorporating materials of biological origin     
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13.1  

For devices manufactured utilising derivatives of tissues or cells of 

human origin which are non-viable or are rendered non-viable the 

following shall apply: 

 

a) donation, procurement and testing of the tissues and cells shall 

be done in accordance with the state of the art; 

b) processing, preservation and any other handling of those 

tissues and cells or their derivatives shall be carried out so as 

to provide safety for patients, users and, where applicable, 

other persons. In particular, safety with regard to viruses and 

other transmissible agents shall be addressed by appropriate 

methods of sourcing and by implementation of validated 

methods of elimination or inactivation in the course of the 

manufacturing process; 

the traceability system for those devices shall be complementary and 

compatible with state of the art traceability and data protection.  
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13.2  

For devices manufactured utilising tissues or cells of animal 

origin, or their derivatives, which are non-viable or rendered non-

viable the following shall apply: 

(a) where feasible taking into account the animal species, tissues 

and cells of animal origin, or their derivatives, shall originate from 

animals that have been subjected to veterinary controls that are 

adapted to the intended use of the tissues. Information on the 

geographical origin of the animals shall be retained by 

manufacturers; 

(b) sourcing, processing, preservation, testing and handling of 

tissues, cells and substances of animal origin, or their derivatives, 

shall be carried out so as to provide safety for patients, users and, 

where applicable, other persons. In particular safety with regard to 

viruses and other transmissible agents shall be addressed by 

implementation of validated methods of elimination or viral 

inactivation in the course of the manufacturing process, except 

when the use of such methods would lead to unacceptable 

degradation compromising the clinical benefit of the device; 

(c) in the case of devices manufactured utilising tissues or cells of 

animal origin, or their derivatives, state of the art controls shall be 

put in place. 
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13.3  

For devices manufactured utilising non-viable biological 

substances other than those referred to in EP 13.1 and EP 13.2, the 

processing, preservation, testing and handling of those substances 

shall be carried out so as to provide safety for patients, users and, 

where applicable, other persons, including in the waste disposal 

chain. In particular, safety with regard to viruses and other 

transmissible agents shall be addressed by appropriate methods of 

sourcing and by implementation of validated methods of 

elimination or inactivation in the course of the manufacturing 

process. 

 

 

  

14. Construction of devices and interaction with their 

environment. 
 

 
  

14.1. If the device is intended for use in combination with other 

devices or equipment the whole combination, including the 

connection system shall be safe and shall not impair the specified 

performance of the devices. Any restrictions on use applying to 

such combinations shall be indicated on the label and/or in the 

instructions for use. Connections which the user has to handle, 

such as fluid, gas transfer, electrical or mechanical coupling, shall 

be designed and constructed in such a way as to minimise all 

possible risks, such as misconnection. 
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14.2. Devices shall be designed and manufactured in such a way as 

to remove or reduce as far as possible: 

a) the risk of injury, in connection with their physical features, 

including the volume/pressure ratio, dimensional and where 

appropriate ergonomic features;  

(b) risks connected with reasonably foreseeable external influences 

or environmental conditions, such as magnetic fields, external 

electrical and electromagnetic effects, electrostatic discharge, 

radiation associated with diagnostic or therapeutic procedures, 

pressure, humidity, temperature, variations in pressure and 

acceleration or radio signal interferences;  

(c) the risks associated with the use of the device when it comes 

into contact with materials, liquids, and substances, including 

gases, to which it is exposed during normal conditions of use;  

(d) the risks associated with the possible negative interaction 

between software and the IT environment within which it operates 

and interacts;  

(e) the risks of accidental ingress of substances into the device;  

(f) the risks of reciprocal interference with other devices normally 

used in the investigations or for the treatment given; and  

(g) risks arising where maintenance or calibration are not possible 

(as with implants), from ageing of materials used or loss of 

accuracy of any measuring or control mechanism. 
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14.3. Devices shall be designed and manufactured in such a way as 

to minimise the risks of fire or explosion during normal use and in 

single fault condition. Particular attention shall be paid to devices 

the intended use of which includes exposure to or use in 

association with flammable or explosive substances or substances 

which could cause combustion. 

 

 

  

14.4. Devices shall be designed and manufactured in such a way 

that adjustment, calibration, and maintenance can be done safely 

and effectively. 

 

 

  

14.5. Devices that are intended to be operated together with other 

devices or products shall be designed and manufactured in such a 

way that the interoperability and compatibility are reliable and 

safe. 

 

 

  

14.6. Any measurement, monitoring or display scale shall be 

designed and manufactured in line with ergonomic principles, 

taking account of the intended purpose, users and the 

environmental conditions in which the devices are intended to be 

used. 

 

 

  

14.7. Devices shall be designed and manufactured in such a way as 

to facilitate their safe disposal and the safe disposal of related 

waste substances by the user, patient or other person. To that end, 

manufacturers shall identify and test procedures and measures as a 

result of which their devices can be safely disposed after use. Such 

procedures shall be described in the instructions for use. 

 

 

  

15. Devices with a diagnostic or measuring function     
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15.1 

Diagnostic devices and devices with a measuring function, shall be 

designed and manufactured in such a way as to provide sufficient 

accuracy, precision and stability for their intended purpose, based on 

appropriate scientific and technical methods. The limits of accuracy 

shall be indicated by the manufacturer. 

 

 

 

  

15.2 

The measurements made by devices with a measuring function shall be 

expressed in SI units or units generally accepted within hospitals if 

appropriate. 

 

 

  

16. Protection against radiation     

16.1. General: 

(a) Devices shall be designed, manufactured and packaged in such 

a way that exposure of patients, users and other persons to 

radiation is reduced as far as possible, and in a manner that is 

compatible with the intended purpose, whilst not restricting the 

application of appropriate specified levels for therapeutic and 

diagnostic purposes.  

(b) The operating instructions for devices emitting hazardous or 

potentially hazardous radiation shall contain detailed information 

as to the nature of the emitted radiation, the means of protecting 

the patient and the user, and on ways of avoiding misuse and of 

reducing the risks inherent to installation as far as possible and 

appropriate. Information regarding the acceptance 
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16.2. Intended radiation 

a) Where devices are designed to emit hazardous, or potentially 

hazardous, levels of ionizing and/or nonionizing radiation 

necessary for a specific medical purpose the benefit of which is 

considered to outweigh the risks inherent to the emission, it shall 

be possible for the user to control the emissions. Such devices 

shall be designed and manufactured to ensure reproducibility of 

relevant variable parameters within an acceptable tolerance.  

(b) Where devices are intended to emit hazardous, or potentially 

hazardous, ionizing and/or non-ionizing radiation, they shall be 

fitted, where possible, with visual displays and/or audible 

warnings of such emissions. 

 

 

  

16.3.  Devices shall be designed and manufactured in such a way 

that exposure of patients, users and other persons to the emission 

of unintended, stray or scattered radiation is reduced as far as 

possible. Where possible and appropriate, methods shall be 

selected which reduce the exposure to radiation of patients, users 

and other persons who may be affected. 
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16.4.  Ionising radiation  

(a) Devices intended to emit ionizing radiation shall be designed 

and manufactured taking into account the state of the art safety 

standards for protection against the dangers arising from exposure 

to ionising radiation.  

(b) Devices intended to emit ionising radiation shall be designed 

and manufactured in such a way as to ensure that, where possible, 

taking into account the intended use, the quantity, geometry and 

quality of the radiation emitted can be varied and controlled, and, 

if possible, monitored during treatment.  

(c) Devices emitting ionising radiation intended for diagnostic 

radiology shall be designed and manufactured in such a way as to 

achieve an image and/or output quality that are appropriate to the 

intended medical purpose whilst minimising radiation exposure of 

the patient and user.  

(d) Devices that emit ionising radiation and are intended for 

therapeutic radiology shall be designed and manufactured in such 

a way as to enable reliable monitoring and control of the delivered 

dose, the beam type, energy and, where appropriate, the quality of 

radiation. 

 

 

  

17. Electronic programmable systems — devices that incorporate 

electronic programmable systems and software that are devices in 

themselves 
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17.1. Devices that incorporate electronic programmable systems, 

including software, or software that are devices in themselves, 

shall be designed to ensure repeatability, reliability and 

performance in line with their intended use. In the event of a single 

fault condition, appropriate means shall be adopted to eliminate or 

reduce as far as possible consequent risks or impairment of 

performance. 

 

 

  

17.2. For devices that incorporate software or for software that are 

devices in themselves, the software shall be developed and 

manufactured in accordance with the state of the art taking into 

account the principles of development life cycle, risk management, 

including information security, verification and validation. 

 

 

  

17.3. Software referred to in this Section that is intended to be used 

in combination with mobile computing platforms shall be designed 

and manufactured taking into account the specific features of the 

mobile platform (e.g. size and contrast ratio of the screen) and the 

external factors related to their use (varying environment as 

regards level of light or noise). 

 

 

  

17.4. Manufacturers shall set out minimum requirements 

concerning hardware, IT networks characteristics and IT security 

measures, including protection against unauthorised access, 

necessary to run the software as intended. 

 

 

  

18. Active devices and devices connected to them     

18.1.  For non-implantable active devices, in the event of a single 

fault condition, appropriate means shall be adopted to eliminate or 

reduce as far as possible consequent risks. 
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18.2.  Devices where the safety of the patient depends on an 

internal power supply shall be equipped with a means of 

determining the state of the power supply and an appropriate 

warning or indication for when the capacity of the power supply 

becomes critical. If necessary, such warning or indication shall be 

given prior to the power supply becoming critical. 

 

 

  

18.3.  Devices where the safety of the patient depends on an 

external power supply shall include an alarm system to signal any 

power failure. 

 

 

  

18.4.  Devices intended to monitor one or more clinical parameters 

of a patient shall be equipped with appropriate alarm systems to 

alert the user of situations which could lead to death or severe 

deterioration of the patient's state of health. 

 

 

  

18.5.  Devices shall be designed and manufactured in such a way as 

to reduce as far as possible the risks of creating electromagnetic 

interference which could impair the operation of the device in 

question or other devices or equipment in the intended 

environment. 

 

 

  

18.6.  Devices shall be designed and manufactured in such a way as 

to provide a level of intrinsic immunity to electromagnetic 

interference such that is adequate to enable them to operate as 

intended. 
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18.7.  Devices shall be designed and manufactured in such a way as 

to avoid, as far as possible, the risk of accidental electric shocks to 

the patient, user or any other person, both during normal use of the 

device and in the event of a single fault condition in the device, 

provided the device is installed and maintained as indicated by the 

manufacturer. 

 

 

  

18.8.  Devices shall be designed and manufactured in such a way as 

to protect, as far as possible, against unauthorised access that 

could hamper the device from functioning as intended. 

 

 

  

19. Particular requirements for active implantable devices     

19.1 

Active implantable devices shall be designed and manufactured in 

such a way as to remove or minimize as far as possible: 

a) risks connected with the use of energy sources with particular 

reference, where electricity is used, to insulation, leakage currents 

and overheating of the devices, 

b) risks connected with medical treatment, in particular those 

resulting from the use of defibrillators or high frequency surgical 

equipment, and 

c) risks which may arise where maintenance and calibration are 

impossible, including: 

• excessive increase of leakage currents, 

• ageing of the materials used, 

• excess heat generated by the device, 

• decreased accuracy of any measuring or control mechanism. 
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19.2 

   Active implantable devices shall be designed and manufactured in 

such a way as to ensure 

 if applicable, the compatibility of the devices with the 

substances they are intended to administer, and the reliability 

of the source of energy 

 

 

 

  

19.3 

Active implantable devices and, if appropriate, their component parts 

shall be identifiable to allow any necessary measure to be taken 

following the discovery of a potential risk in connection with the 

devices or their component parts. 

 

 

  

19.4 

Active implantable devices shall bear a code by which they and their 

manufacturer can be unequivocally identified (particularly with regard 

to the type of device and its year of manufacture); it shall be possible to 

read this code, if necessary, without the need for a surgical operation. 

 

 

  

20. Protection against mechanical and thermal risks     

20.1.  Devices shall be designed and manufactured in such a way as 

to protect patients and users against mechanical risks connected 

with, for example, resistance to movement, instability and moving 

parts. 
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20.2.  Devices shall be designed and manufactured in such a way as 

to reduce to the lowest possible level the risks arising from 

vibration generated by the devices, taking account of technical 

progress and of the means available for limiting vibrations, 

particularly at source, unless the vibrations are part of the specified 

performance 

 

 

  

20.3.  Devices shall be designed and manufactured in such a way as 

to reduce to the lowest possible level the risks arising from the 

noise emitted, taking account of technical progress and of the 

means available to reduce noise, particularly at source, unless the 

noise emitted is part of the specified performance. 

 

 

  

20.4.  Terminals and connectors to the electricity, gas or hydraulic 

and pneumatic energy supplies which the user or other person has 

to handle, shall be designed and constructed in such a way as to 

minimise all possible risks. 

 

 

  

20.5.  Errors likely to be made when fitting or refitting certain parts 

which could be a source of risk shall be made impossible by the 

design and construction of such parts or, failing this, by 

information given on the parts themselves and/or their housings. 

The same information shall be given on moving parts and/or their 

housings where the direction of movement needs to be known in 

order to avoid a risk. 

 

 

  

20.6.  Accessible parts of devices (excluding the parts or areas 

intended to supply heat or reach given temperatures) and their 

surroundings shall not attain potentially dangerous temperatures 

under normal conditions of use. 
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21. Protection against the risks posed to the patient or user by 

devices supplying energy or substances 
 

 
  

21.1. Devices for supplying the patient with energy or substances 

shall be designed and constructed in such a way that the amount to 

be delivered can be set and maintained accurately enough to 

ensure the safety of the patient and of the user. 

 

 

  

21.2. Devices shall be fitted with the means of preventing and/or 

indicating any inadequacies in the amount of energy delivered or 

substances delivered which could pose a danger. Devices shall 

incorporate suitable means to prevent, as far as possible, the 

accidental release of dangerous levels of energy or substances 

from an energy and/or substance source. 

 

 

  

21.3. The function of the controls and indicators shall be clearly 

specified on the devices. Where a device bears instructions 

required for its operation or indicates operating or adjustment 

parameters by means of a visual system, such information shall be 

understandable to the user and, as appropriate, the patient. 

 

 

  

22. Protection against the risks posed by medical devices intended 

by the manufacturer for use by lay persons 
 

 
  

22.1.  Devices for use by lay persons shall be designed and 

manufactured in such a way that they perform appropriately for 

their intended purpose taking into account the skills and the means 

available to lay persons and the influence resulting from variation 

that can be reasonably anticipated in the layperson's technique and 

environment. The information and instructions provided by the 

manufacturer shall be easy for the lay person to understand and 

apply. 
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22.2.  Devices for use by lay persons shall be designed and 

manufactured in such a way as to:  

— ensure that the device can be used safely and accurately by the 

intended user at all stages of the procedure, if necessary after 

appropriate training and/or information, 

 — reduce, as far as possible and appropriate, the risk from 

unintended cuts and pricks such as needle stick injuries, and  

— reduce as far as possible the risk of error by the intended user in 

the handling of the device and, if applicable, in the interpretation 

of the results. 

 

 

  

22.3.  Devices for use by lay persons shall, where appropriate, 

include a procedure by which the lay person:  

— can verify that, at the time of use, the device will perform as 

intended by the manufacturer, and  

— if applicable, is warned if the device has failed to provide a 

valid result. 

 

 

  

23. Label and instructions for use     
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23.1. General requirements regarding the information supplied by 

the manufacturer. 

Each device shall be accompanied by the information needed to 

identify the device and its manufacturer, and by any safety and 

performance information relevant to the user, or any other person, 

as appropriate. Such information may appear on the device itself, 

on the packaging or in the instructions for use, and shall, if the 

manufacturer has a website, be made available and kept up to date 

on the website, taking into account the following:  

(a) The medium, format, content, legibility, and location of the 

label and instructions for use shall be appropriate to the particular 

device, its intended purpose and the technical knowledge, 

experience, education or training of the intended user(s). In 

particular, instructions for use shall be written in terms readily 

understood by the intended user and, where appropriate, 

supplemented with drawings and diagrams.  

(b) The information required on the label shall be provided on the 

device itself. If this is not practicable or appropriate, some or all of 

the information may appear on the packaging for each unit, and/or 

on the packaging of multiple devices.  

(c) Labels shall be provided in a human-readable format and may 

be supplemented by machine-readable information, such as radio-

frequency identification (‘RFID’) or bar codes.  

(d) Instructions for use shall be provided together with devices. By 

way of exception, instructions for use shall not be required for 

class A and class B devices if such devices can be used safely 

without any such instructions and unless otherwise provided for 

elsewhere in this Section.  

(e) Where multiple devices are supplied to a single user and/or 

location, a single copy of the instructions for use may be provided 

if so agreed by the purchaser who in any case may request further 

copies to be provided free of charge.  
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(f) Instructions for use may be provided to the user in non-paper 

format (e.g. electronic)  

(g) Residual risks which are required to be communicated to the 

user and/or other person shall be included as limitations, contra-

indications, precautions or warnings in the information supplied by 

the manufacturer.  

(h) Where appropriate, the information supplied by the 

manufacturer shall take the form of internationally recognised 

symbols. Any symbol or identification colour used shall conform 

to the harmonised standards  
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23.2. Information on the label 

The label shall bear all of the following particulars:  

(a) the name or trade name of the device;  

(b) the details strictly necessary for a user to identify the device, 

the contents of the packaging and, where it is not obvious for the 

user, the intended purpose of the device;  

(c) the name, registered trade name or registered trade mark of the 

manufacturer and the address of its registered place of business;  

(d) where applicable, an indication that the device contains or 

incorporates:  

— a medicinal substance, including a human blood or plasma 

derivative, or  

— tissues or cells, or their derivatives, of human origin, or  

— tissues or cells of animal origin, or their derivatives,  

(e) Contains substances which are carcinogenic, mutagenic or 

toxic to reproduction or substances having endocrine-disrupting 

properties for which there is scientific evidence of probable 

serious effects to human health in a concentration above 0,1 % 

weight by weight (w/w) shall be labelled on the device itself 

and/or on the packaging for each unit or, where appropriate, on the 

sales packaging 

(f) the UDI carrier. 

(g) the lot number or the serial number of the device preceded by 

the words LOT NUMBER or SERIAL NUMBER or an equivalent 

symbol, as appropriate;   

(h) an unambiguous indication of t the time limit for using or 

implanting the device safely, expressed at least in terms of year 

and month, where this is relevan 

(i) where there is no indication of the date until when it may be 

used safely, the date of manufacture. This date of manufacture 
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may be included as part of the lot number or serial number, 

provided the date is clearly identifiable;  

(j) an indication of any special storage and/or handling condition 

that applies;  

(k) if the device is supplied sterile, an indication of its sterile state 

and the sterilisation method;  

(l) warnings or precautions to be taken that need to be brought to 

the immediate attention of the user of the device, and to any other 

person. This information may be kept to a minimum in which case 

more detailed information shall appear in the instructions for use, 

taking into account the intended users;  

(m) if the device is intended for single use, an indication of that 

fact.  

(n) if the device is a single-use device that has been reprocessed, 

an indication of that fact, the number of reprocessing cycles 

already performed, and any limitation as regards the number of 

reprocessing cycles;  

(o) if the device is custom-made, the words ‘custom-made device’;  

(p) an indication that the device is a medical device. If the device 

is intended for clinical investigation only, the words ‘exclusively 

for clinical investigation’;  

(q) in the case of devices that are composed of substances or of 

combinations of substances that are intended to be introduced into 

the human body via a body orifice or applied to the skin and that 

are absorbed by or locally dispersed in the human body, the 

overall qualitative composition of the device and quantitative 

information on the main constituent or constituents responsible for 

achieving the principal intended action;  

(r) for active implantable devices, the serial number, and for other 

implantable devices, the serial number or the lot number. 
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23.3. Information on the packaging which maintains the sterile 

condition of a device (‘sterile packaging’) 

The following particulars shall appear on the sterile packaging:  

(a) an indication permitting the sterile packaging to be recognised 

as such,  

(b) a declaration that the device is in a sterile condition, 

(c) the method of sterilisation,  

(d) the name and address of the manufacturer,  

(e) a description of the device,  

(f) if the device is intended for clinical investigations, the words 

‘exclusively for clinical investigations’,  

(g) if the device is custom-made, the words ‘custom-made device’,  

(h) the month and year of manufacture,  

(i) an unambiguous indication of the time limit for using or 

implanting the device safely expressed at least in terms of year and 

month, and  

(j) an instruction to check the instructions for use for what to do if 

the sterile packaging is damaged or unintentionally opened before 

use. 
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23.4. Information in the instructions for use 

The instructions for use shall contain all of the following 

particulars:  

(a) the particulars referred to in point 23.1 of this guidance;  

(b) the device's intended purpose with a clear specification of 

indications, contra-indications, the patient target group or groups, 

and of the intended users, as appropriate;  

(c) where applicable, a specification of the clinical benefits to be 

expected.  

(d) where applicable, links to the summary of safety and clinical 

performance; 

(e) the performance characteristics of the device;  

(f) where applicable, information allowing the healthcare 

professional to verify if the device is suitable and select the 

corresponding software and accessories;  

(g) any residual risks, contra-indications and any undesirable side-

effects, including information to be conveyed to the patient in this 

regard;  

(h) specifications the user requires to use the device appropriately, 

e.g. if the device has a measuring function, the degree of accuracy 

claimed for it;  

(i) details of any preparatory treatment or handling of the device 

before it is ready for use or during its use, such as sterilisation, 

final assembly, calibration, etc., including the levels of 

disinfection required to ensure patient safety and all available 

methods for achieving those levels of disinfection;  

(j) any requirements for special facilities, or special training, or 

particular qualifications of the device user and/or other persons;  

 

 

  



 

 123 من 42 صفحة

 

(k) the information needed to verify whether the device is properly 

installed and is ready to perform safely and as intended by the 

manufacturer, together with, where relevant: 

— details of the nature, and frequency, of preventive and regular 

maintenance, and of any preparatory cleaning or disinfection,  

— identification of any consumable components and how to 

replace them,  

— information on any necessary calibration to ensure that the 

device operates properly and safely during its intended lifetime, 

and  

— methods for eliminating the risks encountered by persons 

involved in installing, calibrating or servicing devices; 

(l) if the device is supplied sterile, instructions in the event of the 

sterile packaging being damaged or unintentionally opened before 

use; 

(m) if the device is supplied non-sterile with the intention that it is 

sterilised before use, the appropriate instructions for sterilisation;  

(n) if the device is reusable, information on the appropriate 

processes for allowing reuse, including cleaning, disinfection, 

packaging and, where appropriate, the validated method of re-

sterilisation Information shall be provided to identify when the 

device shall no longer be reused, e.g. signs of material degradation 

or the maximum number of allowable reuses; 

(o) an indication, if appropriate, that a device can be reused only if 

it is reconditioned under the responsibility of the manufacturer to 

comply with the general safety and performance requirements;  

(p) if the device bears an indication that it is for single use, 

information on known characteristics and technical factors known 

to the manufacturer that could pose a risk if the device were to be 

re-used. This information shall be based on a specific section of 

the manufacturer's risk management documentation, where such 

characteristics and technical factors shall be addressed in detail. If 
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no instructions for use are required, this information shall be made 

available to the user upon request;  

(q) for devices intended for use together with other devices and/or 

general purpose equipment:  

— information to identify such devices or equipment, in order to 

obtain a safe combination, and/or  

— information on any known restrictions to combinations of 

devices and equipment;  

(r) if the device emits radiation for medical purposes:  

— detailed information as to the nature, type and where 

appropriate, the intensity and distribution of the emitted radiation, 

— the means of protecting the patient, user, or other person from 

unintended radiation during use of the device;  

(s) information that allows the user and/or patient to be informed 

of any warnings, precautions, contraindications, measures to be 

taken and limitations of use regarding the device. That information 

shall, where relevant, allow the user to brief the patient about any 

warnings, precautions, contra-indications, measures to be taken 

and limitations of use regarding the device. The information shall 

cover, where appropriate:  

— warnings, precautions and/or measures to be taken in the event 

of malfunction of the device or changes in its performance that 

may affect safety,  

— warnings, precautions and/or measures to be taken as regards 

the exposure to reasonably foreseeable external influences or 

environmental conditions, such as magnetic fields, external 

electrical and electromagnetic effects, electrostatic discharge, 

radiation associated with diagnostic or therapeutic procedures, 

pressure, humidity, or temperature,  

— warnings, precautions and/or measures to be taken as regards 

the risks of interference posed by the reasonably foreseeable 

presence of the device during specific diagnostic investigations, 
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evaluations, or therapeutic treatment or other procedures such as 

electromagnetic interference emitted by the device affecting other 

equipment, 

— if the device is intended to administer medicinal products, 

tissues or cells of human or animal origin, or their derivatives, or 

biological substances, any limitations or incompatibility in the 

choice of substances to be delivered,  

— warnings, precautions and/or limitations related to the 

medicinal substance or biological material that is incorporated into 

the device as an integral part of the device; and  

— precautions related to materials incorporated into the device 

that contain or consist of CMR substances or endocrine-disrupting 

substances, or that could result in sensitisation or an allergic 

reaction by the patient or user; 

(t) in the case of devices that are composed of substances or of 

combinations of substances that are intended to be introduced into 

the human body and that are absorbed by or locally dispersed in 

the human body, warnings and precautions, where appropriate, 

related to the general profile of interaction of the device and its 

products of metabolism with other devices, medicinal products and 

other substances as well as contraindications, undesirable side-

effects and risks relating to overdose;  

(u) in the case of implantable devices, the overall qualitative and 

quantitative information on the materials and substances to which 

patients can be exposed;  

(v) warnings or precautions to be taken in order to facilitate the 

safe disposal of the device, its accessories and the consumables 

used with it, if any. This information shall cover, where 

appropriate: — infection or microbial hazards such as explants, 

needles or surgical equipment contaminated with potentially 

infectious substances of human origin, and — physical hazards 

such as from sharps. If no instructions for use are required, this 

information shall be made available to the user upon request;  
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(w) for devices intended for use by lay persons, the circumstances 

in which the user should consult a healthcare professional;  

 (x) devices to be treated as medical devices but which are not 

medical devices, information regarding the absence of a clinical 

benefit and the risks related to use of the device; 

(y) date of issue of the instructions for use or, if they have been 

revised, date of issue and identifier of the latest revision of the 

instructions for use;  

(z) a notice to the user and/or patient that any serious incident that 

has occurred in relation to the device should be reported to the 

manufacturer and the Saudi Food and Drug Authority in which the 

user and/or patient is established;  

(aa) information to be supplied to the patient with an implanted 

device 

(ab) for devices that incorporate electronic programmable systems, 

including software, or software that are devices in themselves, 

minimum requirements concerning hardware, IT networks 

characteristics and IT security measures, including protection 

against unauthorised access, necessary to run the software as 

intended. 
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Essential Principles of Safety and Performance for In-Vitro Medical Devices 

 
 Device name: 

 Device identifier/UDI: 

 Device configuration: 

 Device brief description: 
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Identity of Specific 

Documents 

Chapter I 

General Requirements 

 

 

  

1. Devices shall achieve the performance intended by their 

manufacturer and shall be designed and manufactured in such a way 

that, during normal conditions of use, they are suitable for their 

intended purpose. They shall be safe and effective and shall not 

compromise the clinical condition or the safety of patients, or the 

safety and health of users or, where applicable, other persons, 

provided that any risks which may be associated with their use 

constitute acceptable risks when weighed against the benefits to the 

patient and are compatible with a high level of protection of health 

and safety, taking into account the generally acknowledged state of 

the art 

 

 

  

2. The requirement in this appendix to reduce risks as far as possible 

means the reduction of risks as far as possible without adversely 

affecting the benefit-risk ratio. 

 

 

  



 

 123 من 47 صفحة

 

Essential Principal 
Applies to 

the device? 

Standards applied Method of 

Conformity & 

solutions applied. 

Identity of Specific 

Documents 

3. Manufacturers shall establish, implement, document and maintain a 

risk management system. Risk management shall be understood as a 

continuous iterative process throughout the entire lifecycle of a 

device, requiring regular systematic updating. In carrying out risk 

management manufacturers shall:  

(a) establish and document a risk management plan for each device;  

(b) identify and analyse the known and foreseeable hazards 

associated with each device;  

(c) estimate and evaluate the risks associated with, and occurring 

during, the intended use and during reasonably foreseeable misuse;  

(d) eliminate or control the risks referred to in point (c) in 

accordance with the requirements of EP 4;  

(e) evaluate the impact of information from the production phase 

and, in particular, from the post-market surveillance system, on 

hazards and the frequency of occurrence thereof, on estimates of 

their associated risks, as well as on the overall risk, benefit-risk ratio 

and risk acceptability; and  

(f) based on the evaluation of the impact of the information referred 

to in point  (e), if necessary amend control measures in line with the 

requirements of EP 4. 
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4. Risk control measures adopted by manufacturers for the design and 

manufacture of the devices shall conform to safety principles, taking 

account of the generally acknowledged state of the art. To reduce 

risks, Manufacturers shall manage risks so that the residual risk 

associated with each hazard as well as the overall residual risk is 

judged acceptable. In selecting the most appropriate solutions, 

manufacturers shall, in the following order of priority:  

(a) eliminate or reduce risks as far as possible through safe design 

and manufacture;  

(b) where appropriate, take adequate protection measures, including 

alarms if necessary, in relation to risks that cannot be eliminated; 

and  

(c) provide information for safety (warnings/precautions/contra-

indications) and, where appropriate, training to users. Manufacturers 

shall inform users of any residual risks. 

 

 

  

5. In eliminating or reducing risks related to use error, the 

manufacturer shall: (a) reduce as far as possible the risks related to 

the ergonomic features of the device and the environment in which 

the device is intended to be used (design for patient safety), and (b) 

give consideration to the technical knowledge, experience, 

education, training and use environment, where applicable, and the 

medical and physical conditions of intended users (design for lay, 

professional, disabled or other users). 
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6. The characteristics and performance of a device shall not be 

adversely affected to such a degree that the health or safety of the 

patient or the user and, where applicable, of other persons are 

compromised during the lifetime of the device, as indicated by the 

manufacturer, when the device is subjected to the stresses which can 

occur during normal conditions of use and has been properly 

maintained in accordance with the manufacturer's instructions. 

 

 

  

7. Devices shall be designed, manufactured and packaged in such a 

way that their characteristics and performance during their intended 

use are not adversely affected during transport and storage, for 

example, through fluctuations of temperature and humidity, taking 

account of the instructions and information provided by the 

manufacturer. 

 

 

  

8. All known and foreseeable risks, and any undesirable side-effects, 

shall be minimised and be acceptable when weighed against the 

evaluated benefits to the patient and/or user arising from the 

achieved performance of the device during normal conditions of use. 

 

 

  

Chapter II 

REQUIREMENTS REGARDING PERFORMANCE, DESIGN AND 

MANUFACTURE 

 

 

  

9.   Performance characteristics 
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9.1.   Devices shall be designed and manufactured in such a way that 

they are suitable for the purposes for the purposes referred to in the IVD 

definition ,as specified by the manufacturer, and suitable with regard to 

the performance they are intended to achieve, taking account of the 

generally acknowledged state of the art. They shall achieve the 

performances, as stated by the manufacturer and in particular, where 

applicable: 

(a) the analytical performance, such as, analytical sensitivity, analytical 

specificity, trueness (bias), precision (repeatability and reproducibility), 

accuracy (resulting from trueness and precision), limits of detection and 

quantitation, measuring range, linearity, cut-off, including 

determination of appropriate criteria for specimen collection and 

handling and control of known relevant endogenous and exogenous 

interference, cross-reactions; and 

  

(b) the clinical performance, such as diagnostic sensitivity, diagnostic 

specificity, positive predictive value, negative predictive value, 

likelihood ratio, expected values in normal and affected populations. 
 

 

 

  

9.2 

The performance characteristics of the device shall be maintained during 

the lifetime of the device as indicated by the manufacturer. 
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9.3  

Where the performance of devices depends on the use of calibrators 

and/or control materials, the metrological traceability of values assigned 

to calibrators and/or control materials shall be assured through suitable 

reference measurement procedures and/or suitable reference materials of 

a higher metrological order. Where available, metrological traceability of 

values assigned to calibrators and control materials shall be assured to 

certified reference materials or reference measurement procedures. 

 

 

  

9.4.    

The characteristics and performances of the device shall be specifically 

checked in the event that they may be affected when the device is used 

for the intended use under normal conditions: 

(a) for devices for self-testing, performances obtained by laypersons; 

(b) for devices for near-patient testing, performances obtained in relevant 

environments (for example, patient home, emergency units, 

ambulances). 
 

 

 

  

10.   Chemical, physical and biological properties     

10.1.   Devices shall be designed and manufactured in such a way as to 

ensure that the characteristics and performance requirements referred to 

in Chapter I are fulfilled. 

Particular attention shall be paid to the possibility of impairment of 

analytical performance due to physical and/or chemical incompatibility 

between the materials used and the specimens, analyte or marker to be 

detected (such as biological tissues, cells, body fluids and micro-

organisms), taking account of the intended purpose of the device. 
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10.2  

Devices shall be designed, manufactured and packaged in such a way as 

to minimise the risk posed by contaminants and residues to patients, 

taking account of the intended purpose of the device, and to the persons 

involved in the transport, storage and use of the devices. Particular 

attention shall be paid to tissues exposed to those contaminants and 

residues and to the duration and frequency of exposure. 

 

 

  

10.3    

Devices shall be designed and manufactured in such a way as to reduce 

to a level as low as reasonably practicable the risks posed by substances 

or particles, including wear debris, degradation products and processing 

residues, that may be released from the device. Special attention shall be 

given to substances which are carcinogenic, mutagenic or toxic to 

reproduction (‘CMR’) and to substances having endocrine disrupting 

properties for which there is scientific evidence of probable serious 

effects to human health. 

 

 

  

10.4.   Devices shall be designed and manufactured in such a way as to 

reduce as far as possible the risks posed by the unintentional ingress of 

substances into the device, taking into account the device and the nature 

of the environment in which it is intended to be used. 

 

 

  

11.   Infection and microbial contamination     
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11.1.   Devices and their manufacturing processes shall be designed in 

such a way as to eliminate or reduce as far as possible the risk of 

infection to the user or, where applicable, other persons. The design 

shall: 

(a) allow easy and safe handling; 

(b) reduce as far as possible any microbial leakage from the device and/or 

microbial exposure during use; 

and, where necessary 

(c) prevent microbial contamination of the device during use and, in the 

case of specimen receptacles, the risk of contamination of the 

specimen 
 

 

 

  

11.2.   Devices labelled either as sterile or as having a specific microbial 

state shall be designed, manufactured and packaged to ensure that their 

sterile condition or microbial state is maintained under the transport and 

storage conditions specified by the manufacturer until that packaging is 

opened at the point of use, unless the packaging which maintains their 

sterile condition or microbial state is damaged. 

 

 

  

11.3.   Devices labelled as sterile shall be processed, manufactured, 

packaged and, sterilised by means of appropriate, validated methods.  
 

  

11.4.   Devices intended to be sterilised shall be manufactured and 

packaged in appropriate and controlled conditions and facilities.  
 

  

11.5.   Packaging systems for non-sterile devices shall maintain the 

integrity and cleanliness of the product and, where the devices are to be 

sterilised prior to use, minimise the risk of microbial contamination; the 

packaging system shall be suitable taking account of the method of 

sterilisation indicated by the manufacturer. 

 

 

  



 

 123 من 54 صفحة

 

Essential Principal 
Applies to 

the device? 

Standards applied Method of 

Conformity & 

solutions applied. 

Identity of Specific 

Documents 

11.6.   The labelling of the device shall distinguish between identical or 

similar devices placed on the market in both a sterile and a non-sterile 

condition additional to the symbol used to indicate that devices are 

sterile 

 

 

  

12.   Devices incorporating materials of biological origin     

Where devices include tissues, cells and substances of animal, human or 

microbial origin, the selection of sources, the processing, preservation, 

testing and handling of tissues, cells and substances of such origin and 

control procedures shall be carried out so as to provide safety for user or 

other person. 

In particular, safety with regard to microbial and other transmissible 

agents shall be addressed by implementation of validated methods of 

elimination or inactivation in the course of the manufacturing process. 

This might not apply to certain devices if the activity of the microbial 

and other transmissible agent are integral to the intended purpose of the 

device or when such elimination or inactivation process would 

compromise the performance of the device. 

 

 

  

13.   Construction of devices and interaction with their environment     

13.1.   If the device is intended for use in combination with other devices 

or equipment, the whole combination, including the connection system, 

shall be safe and shall not impair the specified performances of the 

devices. Any restrictions on use applying to such combinations shall be 

indicated on the label and/or in the instructions for use 
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13.2.   Devices shall be designed and manufactured in such a way as to 

remove or reduce as far as possible: 

(a) the risk of injury, in connection with their physical features, including 

the volume/pressure ratio, dimensional and where appropriate 

ergonomic features; 

(b) risks connected with reasonably foreseeable external influences or 

environmental conditions, such as magnetic fields, external electrical 

and electromagnetic effects, electrostatic discharge, radiation 

associated with diagnostic or therapeutic procedures, pressure, 

humidity, temperature, variations in pressure and acceleration or radio 

signal interferences; 

(c) the risks associated with the use of the device when it comes into 

contact with materials, liquids, and substances, including gases, to 

which it is exposed during normal conditions of use; 

(d) the risks associated with the possible negative interaction between 

software and the IT environment within which it operates and 

interacts; 

(e) the risks of accidental ingress of substances into the device; 

(f) the risk of incorrect identification of specimens and the risk of 

erroneous results due to, for example, confusing colour and/or numeric 

and/or character codings on specimen receptacles, removable parts 

and/or accessories used with devices in order to perform the test or 

assay as intended; 

(g) the risks of any foreseeable interference with other devices. 
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13.3.   Devices shall be designed and manufactured in such a way as to 

minimise the risks of fire or explosion during normal use and in single 

fault condition. Particular attention shall be paid to devices the intended 

use of which includes exposure to or use in association with flammable 

or explosive substances or substances which could cause combustion. 

 

 

  

13.4.   Devices shall be designed and manufactured in such a way that 

adjustment, calibration, and maintenance can be done safely and 

effectively. 
 

 

  

13.5.   Devices that are intended to be operated together with other 

devices or products shall be designed and manufactured in such a way 

that the interoperability and compatibility are reliable and safe. 

 

 

  

13.6.   Devices shall be designed and manufactured in such a way as to 

facilitate their safe disposal and the safe disposal of related waste 

substances by users, or other person. To that end, manufacturers shall 

identify and test procedures and measures as a result of which their 

devices can be safely disposed after use. Such procedures shall be 

described in the instructions for use. 

 

 

  

13.7   The measuring, monitoring or display scale (including colour 

change and other visual indicators) shall be designed and manufactured 

in line with ergonomic principles, taking account of the intended 

purpose, users and the environmental conditions in which the devices are 

intended to be used. 

 

 

  

14.   Devices with a measuring function 
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14.1.   Devices having a primary analytical measuring function shall be 

designed and manufactured in such a way as to provide appropriate 

analytical performance in accordance with point (a) of EP 9.1, taking 

into account the intended purpose of the device. 

 

 

  

14.2.   The measurements made by devices with a measuring function 

shall be expressed in SI units or units generally accepted within hospitals 

if appropriate. 

 

 

  

15.   Protection against radiation 
 

 
  

15.1.   Devices shall be designed, manufactured and packaged in such a 

way that exposure of users or other persons to radiation (intended, 

unintended, stray or scattered) is reduced as far as possible and in a 

manner that is compatible with the intended purpose, whilst not 

restricting the application of appropriate specified levels for diagnostic 

purposes. 

 

 

  

15.2.   When devices are intended to emit hazardous, or potentially 

hazardous, ionizing and/or non-ionizing radiation, they shall as far as 

possible be: 

(a) designed and manufactured in such a way as to ensure that the 

characteristics and the quantity of radiation emitted can be controlled 

and/or adjusted; and 

(b) fitted with visual displays and/or audible warnings of such emissions. 
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15.3.   The operating instructions for devices emitting hazardous or 

potentially hazardous radiation shall contain detailed information as to 

the nature of the emitted radiation, the means of protecting the user, and 

on ways of avoiding misuse and of reducing the risks inherent to 

installation as far as possible and appropriate. Information regarding the 

acceptance and performance testing, the acceptance criteria, and the 

maintenance procedure shall also be specified. 

 

 

  

16.   Electronic programmable systems — devices that incorporate 

electronic programmable systems and software that are devices in 

themselves 

 

 

  

16.1.   Devices that incorporate electronic programmable systems, 

including software, or software that are devices in themselves, shall be 

designed to ensure repeatability, reliability and performance in line with 

their intended use. In the event of a single fault condition, appropriate 

means shall be adopted to eliminate or reduce as far as possible 

consequent risks or impairment of performance. 

 

 

  

16.2.   For devices that incorporate software or for software that are 

devices in themselves, the software shall be developed and manufactured 

in accordance with the state of the art taking into account the principles 

of development life cycle, risk management, including information 

security, verification and validation. 
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16.3.   Software referred to in this Section that is intended to be used in 

combination with mobile computing platforms shall be designed and 

manufactured taking into account the specific features of the mobile 

platform (e.g. size and contrast ratio of the screen) and the external 

factors related to their use (varying environment as regards level of light 

or noise). 

 

 

  

16.4.   Manufacturers shall set out minimum requirements concerning 

hardware, IT networks characteristics and IT security measures, 

including protection against unauthorised access, necessary to run the 

software as intended. 

 

 

  

17.   Devices connected to or equipped with an energy source 
 

 
  

17.1.   For devices connected to or equipped with an energy source, in 

the event of a single fault condition, appropriate means shall be adopted 

to eliminate or reduce as far as possible consequent risks. 

 

 

  

17.2.   Devices where the safety of the patient depends on an internal 

power supply shall be equipped with a means of determining the state of 

the power supply and an appropriate warning or indication for when the 

capacity of the power supply becomes critical. If necessary, such 

warning or indication shall be given prior to the power supply becoming 

critical. 

 

 

  

17.3.   Devices shall be designed and manufactured in such a way as to 

reduce as far as possible the risks of creating electromagnetic 

interference which could impair the operation of the device in question 

or other devices or equipment in the intended environment. 
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17.4.   Devices shall be designed and manufactured in such a way as to 

provide a level of intrinsic immunity to electromagnetic interference 

such that is adequate to enable them to operate as intended. 

 

 

  

17.5.   Devices shall be designed and manufactured in such a way as to 

avoid as far as possible the risk of accidental electric shocks to the user, 

or other person both during normal use of the device and in the event of 

a single fault condition in the device, provided the device is installed and 

maintained as indicated by the manufacturer. 

 

 

  

18.   Protection against mechanical and thermal risks 
 

 
  

18.1.   Devices shall be designed and manufactured in such a way as to 

protect users and other persons against mechanical risks. 
 

 
  

18.2.   Devices shall be sufficiently stable under the foreseen operating 

conditions. They shall be suitable to withstand stresses inherent to the 

foreseen working environment, and to retain this resistance during the 

expected lifetime of the devices, subject to any inspection and 

maintenance requirements as indicated by the manufacturer. 

 

 

  

18.3.   Where there are risks due to the presence of moving parts, risks 

due to break-up or detachment, or leakage of substances, then 

appropriate protection means shall be incorporated. 

Any guards or other means included with the device to provide 

protection, in particular against moving parts, shall be secure and shall 

not interfere with access for the normal operation of the device, or 

restrict routine maintenance of the device as intended by the 

manufacturer. 
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18.4.   Devices shall be designed and manufactured in such a way as to 

reduce to the lowest possible level the risks arising from vibration 

generated by the devices, taking account of technical progress and of the 

means available for limiting vibrations, particularly at source, unless the 

vibrations are part of the specified performance. 

 

 

  

18.5.   Devices shall be designed and manufactured in such a way as to 

reduce to the lowest possible level the risks arising from the noise 

emitted, taking account of technical progress and of the means available 

to reduce noise, particularly at source, unless the noise emitted is part of 

the specified performance. 

 

 

  

18.6.   Terminals and connectors to the electricity, gas or hydraulic and 

pneumatic energy supplies which the user or other person has to handle, 

shall be designed and constructed in such a way as to minimise all 

possible risks. 

 

 

  

18.7.   Errors likely to be made when fitting or refitting certain parts 

which could be a source of risk shall be made impossible by the design 

and construction of such parts or, failing this, by information given on 

the parts themselves and/or their housings. 

The same information shall be given on moving parts and/or their 

housings where the direction of movement needs to be known in order to 

avoid a risk. 

 

 

  

18.8.   Accessible parts of devices (excluding the parts or areas intended 

to supply heat or reach given temperatures) and their surroundings shall 

not attain potentially dangerous temperatures under normal conditions of 

use. 
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19.   Protection against the risks posed by devices intended for self-

testing or near-patient testing 

 

 

  

19.1.   Devices intended for self-testing or near-patient testing shall be 

designed and manufactured in such a way that they perform 

appropriately for their intended purpose taking into account the skills 

and the means available to the intended user and the influence resulting 

from variation that can be reasonably anticipated in the intended user's 

technique and environment. The information and instructions provided 

by the manufacturer shall be easy for the intended user to understand and 

apply in order to correctly interpret the result provided by the device and 

to avoid misleading information. In the case of near-patient testing, the 

information and the instructions provided by the manufacturer shall 

make clear the level of training, qualifications and/or experience 

required by the user. 

 

 

 

  

19.2.   Devices intended for self-testing or near-patient testing shall be 

designed and manufactured in such a way as to: 

(a) ensure that the device can be used safely and accurately by the intended 

user at all stages of the procedure if necessary after appropriate training 

and/or information; and 

(b) reduce as far as possible the risk of error by the intended user in the 

handling of the device and, if applicable, the specimen, and also in the 

interpretation of the results. 
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19.3.   Devices intended for self-testing and near-patient testing shall, 

where feasible, include a procedure by which the intended user: 

(a) can verify that, at the time of use, the device will perform as intended 

by the manufacturer; and 

(b) be warned if the device has failed to provide a valid result. 

 

 

 

  

CHAPTER III 

REQUIREMENTS REGARDING INFORMATION SUPPLIED WITH 

THE DEVICE 

 

 

  

20 “Label and instructions for use” 
 

 
  

20.1.   General requirements regarding the information supplied by the 

manufacturer 
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Each device shall be accompanied by the information needed to identify 

the device and its manufacturer, and by any safety and performance 

information relevant to the user or any other person, as appropriate. Such 

information may appear on the device itself, on the packaging or in the 

instructions for use, and shall, if the manufacturer has a website, be made 

available and kept up to date on the website, taking into account the 

following: 

(a) The medium, format, content, legibility, and location of the label and 

instructions for use shall be appropriate to the particular device, its 

intended purpose and the technical knowledge, experience, education or 

training of the intended user(s). In particular, instructions for use shall 

be written in terms readily understood by the intended user and, where 

appropriate, supplemented with drawings and diagrams. 

(b) The information required on the label shall be provided on the device 

itself. If this is not practicable or appropriate, some or all of the 

information may appear on the packaging for each unit. If individual 

full labelling of each unit is not practicable, the information shall be set 

out on the packaging of multiple devices. 

(c) Labels shall be provided in a human-readable format and may be 

supplemented by machine-readable information, such as radio-

frequency identification or bar codes. 

(d) Instructions for use shall be provided together with devices. However, 

in duly justified and exceptional cases instructions for use shall not be 

required or may be abbreviated if the device can be used safely and as 

intended by the manufacturer without any such instructions for use. 

(e) Where multiple devices, with the exception of devices intended for 

self-testing or near-patient testing, are supplied to a single user and/or 

location, a single copy of the instructions for use may be provided if so 

 

 

  



 

 123 من 65 صفحة

 

Essential Principal 
Applies to 

the device? 

Standards applied Method of 

Conformity & 

solutions applied. 

Identity of Specific 

Documents 

agreed by the purchaser who in any case may request further copies to 

be provided free of charge. 

(f) When the device is intended for professional use only, instructions for 

use may be provided to the user in non-paper format (e.g. electronic), 

except when the device is intended for near-patient testing. 

(g) Residual risks which are required to be communicated to the user 

and/or other person shall be included as limitations, contra-indications, 

precautions or warnings in the information supplied by the 

manufacturer. 

(h) Where appropriate, the information supplied by the manufacturer shall 

take the form of internationally recognised symbols, taking into 

account the intended users. Any symbol or identification colour used 

shall conform to the harmonised standards. In areas for which no 

harmonised standards exist, the symbols and colours shall be described 

in the documentation supplied with the device. 

 (i) In the case of devices containing a substance or a mixture which 

may be considered as being dangerous, taking account of the nature and 

quantity of its constituents and the form under which they are present, 

relevant hazard pictograms and labelling requirements shall apply. 

Where there is insufficient space to put all the information on the 

device itself or on its label, the relevant hazard pictograms shall be put 

on the label and the other safety information shall be given in the 

instructions for use. 

 
(j) If there is a safety data sheet it shall be made available, unless all 

relevant information, as appropriate, is already made available in the 

instructions for use. 
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20.2.   Information on the label 

The label shall bear all of the following particulars: 

a) the name or trade name of the device; 

b) the details strictly necessary for a user to identify the device 

and, where it is not obvious for the user, the intended purpose of 

the device; 

c) the name, registered trade name or registered trade mark of the 

manufacturer and the address of its registered place of business; 

d) an indication that the device is an in vitro diagnostic medical 

device, or if the device is a ‘device for performance study’, an 

indication of that fact; 

e) the lot number or the serial number of the device preceded by 

the words LOT NUMBER or SERIAL NUMBER or an 

equivalent symbol, as appropriate; 

f) the UDI carrier; 

g) an unambiguous indication of the time limit for using the device 

safely, without degradation of performance, expressed at least 

in terms of year and month and, where relevant, the day, in that 

order; 

h) where there is no indication of the date until when it may be 

used safely, the date of manufacture. This date of manufacture 

may be included as part of the lot number or serial number, 

provided the date is clearly identifiable; 

i) where relevant, an indication of the net quantity of contents, 

expressed in terms of weight or volume, numerical count, or 

any combination of thereof, or other terms which accurately 

reflect the contents of the package; 

j) an indication of any special storage and/or handling condition 

that applies; 

k) where appropriate, an indication of the sterile state of the device 

and the sterilisation method, or a statement indicating any 

special microbial state or state of cleanliness; 

l) warnings or precautions to be taken that need to be brought to 

the immediate attention of the user of the device or to any other 
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person. This information may be kept to a minimum in which 

case more detailed information shall appear in the instructions 

for use, taking into account the intended users; 

m) if the instructions for use are not provided in paper form in 

accordance with point (f) of EP20.1, a reference to their 

accessibility (or availability), and where applicable the website 

address where they can be consulted; 

n) where applicable, any particular operating instructions; 

o) if the device is intended for single use, an indication of that fact. 

A manufacturer's indication of single use shall be consistent 

across the Union; 

p) if the device is intended for self-testing or near-patient testing, 

an indication of that fact; 

q) where rapid assays are not intended for self-testing or near-

patient testing, the explicit exclusion hereof; 

r) where device kits include individual reagents and articles that 

are made available as separate devices, each of those devices 

shall comply with the labelling requirements contained in this 

Section and with the requirements of this Regulation; 

s) the devices and separate components shall be identified, where 

applicable in terms of batches, to allow all appropriate action to 

detect any potential risk posed by the devices and detachable 

components. As far as practicable and appropriate, the 

information shall be set out on the device itself and/or, where 

appropriate, on the sales packaging; 

t) the label for devices for self-testing shall bear the following 

particulars: 

i. the type of specimen(s) required to perform the test 

(e.g. blood, urine or saliva); 

ii. the need for additional materials for the test to function 

properly; 

iii. contact details for further advice and assistance. 

 

The name of devices for self-testing shall not reflect an intended 

purpose other than that specified by the manufacturer. 
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20.3.   Information on the packaging which maintains the sterile 

condition of a device (‘sterile packaging’): 

 

 

  

The following particulars shall appear on the sterile packaging: 

(a)   an indication permitting the sterile packaging to be recognised as such, 

(b)   a declaration that the device is in a sterile condition, 

(c) the method of sterilisation, 

(d) the name and address of the manufacturer, 

(e) a description of the device, 

(f) the month and year of manufacture, 

(g) an unambiguous indication of the time limit for using the device safely, 

expressed at least in terms of year and month and, where relevant, the 

day, in that order, 

(h) an instruction to check the instructions for use for what to do if the 

sterile packaging is damaged or unintentionally opened before use. 
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20.4.   Information in the instructions for use 
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20.4.1.   The instructions for use shall contain all of the following 

particulars: 

(a) the name or trade name of the device; 

(b

) 

the details strictly necessary for the user to uniquely identify the 

device; 

(c) the device's intended purpose: 

(i) what is detected and/or measured; 

(ii) its function (e.g. screening, monitoring, diagnosis or aid to diagnosis, 

prognosis, prediction, companion diagnostic); 

(iii

) 

the specific information that is intended to be provided in the 

context of: 

— a physiological or pathological state; 

— congenital physical or mental impairments; 

— the predisposition to a medical condition or a disease; 

— the determination of the safety and compatibility with potential 

recipients; 

— the prediction of treatment response or reactions; 

— the definition or monitoring of therapeutic measures; 
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(iv) whether it is automated or not; 

(v) whether it is qualitative, semi-quantitative or quantitative; 

(vi) the type of specimen(s) required; 

(vii) where applicable, the testing population; and 

(viii) for companion diagnostics, the International Non-proprietary Name 

(INN) of the associated medicinal product for which it is a 

companion test. 

 

(d) an indication that the device is an in vitro diagnostic medical device, 

or, if the device is a ‘device for performance study’, an indication of 

that fact; 

(e) the intended user, as appropriate (e.g. self-testing, near patient and 

laboratory professional use, healthcare professionals); 

(f) the test principle; 

(g) a description of the calibrators and controls and any limitation upon 

their use (e.g. suitable for a dedicated instrument only); 

(h) a description of the reagents and any limitation upon their use (e.g. 

suitable for a dedicated instrument only) and the composition of the 

reagent product by nature and amount or concentration of the active 

ingredient(s) of the reagent(s) or kit as well as a statement, where 

appropriate, that the device contains other ingredients which might 

influence the measurement; 
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(i) a list of materials provided and a list of special materials required but 

not provided; 

(j) for devices intended for use in combination with or installed with or 

connected to other devices and/or general purpose equipment: 

— information to identify such devices or equipment, in order to obtain a 

validated and safe combination, including key performance 

characteristics, and/or 

— information on any known restrictions to combinations of devices 

and equipment. 

 

(k) an indication of any special storage (e.g. temperature, light, humidity, 

etc.) and/or handling conditions which apply; 

(l) in-use stability which may include the storage conditions, and shelf life 

following the first opening of the primary container, together with the 

storage conditions and stability of working solutions, where this is 

relevant; 

(m) if the device is supplied as sterile, an indication of its sterile state, the 

sterilisation method and instructions in the event of the sterile 

packaging being damaged before use; 

(n) information that allows the user to be informed of any warnings, 

precautions, measures to be taken and limitations of use regarding the 

device. That information shall cover, where appropriate: 

(i) warnings, precautions and/or measures to be taken in the event of 

malfunction of the device or its degradation as suggested by changes 

in its appearance that may affect performance, 
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(ii) warnings, precautions and/or measures to be taken as regards the 

exposure to reasonably foreseeable external influences or 

environmental conditions, such as magnetic fields, external electrical 

and electromagnetic effects, electrostatic discharge, radiation 

associated with diagnostic or therapeutic procedures, pressure, 

humidity, or temperature, 

(iii

) 

warnings, precautions and/or measures to be taken as regards the 

risks of interference posed by the reasonably foreseeable presence of 

the device during specific diagnostic investigations, evaluations, 

therapeutic treatment or other procedures such as electromagnetic 

interference emitted by the device affecting other equipment, 

(iv) precautions related to materials incorporated into the device that 

contain or consist of CMR substances, or endocrine disrupting 

substances or that could result in sensitisation or an allergic reaction 

by the patient or user, 

(v) if the device is intended for single use, an indication of that fact. A 

manufacturer's indication of single use shall be consistent across the 

Union, 

(vi) if the device is reusable, information on the appropriate processes to 

allow reuse, including cleaning, disinfection, decontamination, 

packaging and, where appropriate, the validated method of re-

sterilisation. Information shall be provided to identify when the 

device should no longer be reused, such as signs of material 

degradation or the maximum number of allowable reuses; 

 

(o) any warnings and/or precautions related to potentially infectious 

material that is included in the device; 
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(p) where relevant, requirements for special facilities, such as a clean room 

environment, or special training, such as on radiation safety, or 

particular qualifications of the intended user; 

(q) conditions for collection, handling, and preparation of the specimen; 

(r) details of any preparatory treatment or handling of the device before it 

is ready for use, such as sterilisation, final assembly, calibration, etc., 

for the device to be used as intended by the manufacturer; 

(s) the information needed to verify whether the device is properly 

installed and is ready to perform safely and as intended by the 

manufacturer, together with, where relevant: 

— details of the nature, and frequency, of preventive and regular 

maintenance, including cleaning and disinfection; 

— identification of any consumable components and how to replace 

them; 

— information on any necessary calibration to ensure that the device 

operates properly and safely during its intended lifetime; 

— methods for mitigating the risks encountered by persons involved in 

installing, calibrating or servicing devices. 

 

(t) where applicable, recommendations for quality control procedures; 

(u) the metrological traceability of values assigned to calibrators and 

control materials, including identification of applied reference 

materials and/or reference measurement procedures of higher order and 
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information regarding maximum (self-allowed) batch to batch 

variation provided with relevant figures and units of measure; 

(v) assay procedure including calculations and interpretation of results and 

where relevant if any confirmatory testing shall be considered; where 

applicable, the instructions for use shall be accompanied by 

information regarding batch to batch variation provided with relevant 

figures and units of measure; 

(w) analytical performance characteristics, such as analytical sensitivity, 

analytical specificity, trueness (bias), precision (repeatability and 

reproducibility), accuracy (resulting from trueness and precision), 

limits of detection and measurement range, (information needed for 

the control of known relevant interferences, cross-reactions and 

limitations of the method), measuring range, linearity and information 

about the use of available reference measurement procedures and 

materials by the user; 

(x) clinical performance characteristics as defined in Section 9.1 of this 

Annex; 

(y) the mathematical approach upon which the calculation of the 

analytical result is made; 

(z) where relevant, clinical performance characteristics, such as threshold 

value, diagnostic sensitivity and diagnostic specificity, positive and 

negative predictive value; 

(aa) where relevant, reference intervals in normal and affected 

populations; 
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(ab) information on interfering substances or limitations (e.g. visual 

evidence of hyperlipidaemia or haemolysis, age of specimen) that may 

affect the performance of the device; 

(ac) warnings or precautions to be taken in order to facilitate the safe 

disposal of the device, its accessories, and the consumables used with 

it, if any. This information shall cover, where appropriate: 

i. infection or microbial hazards, such as consumables 

contaminated with potentially infectious substances of human 

origin; 

ii. environmental hazards such as batteries or materials that emit 

potentially hazardous levels of radiation); 

iii. physical hazards such as explosion. 

 

(ad) the name, registered trade name or registered trade mark of the 

manufacturer and the address of its registered place of business at 

which he can be contacted and its location be established, together 

with a telephone number and/or fax number and/or website address to 

obtain technical assistance; 

(ae) date of issue of the instructions for use or, if they have been 

revised, date of issue and identifier of the latest revision of the 

instructions for use, with a clear indication of the introduced 

modifications; 

(af) a notice to the user that any serious incident that has occurred in 

relation to the device shall be reported to the manufacturer and the 

competent authority of the Member State in which the user and/or the 

patient is established; 

(ag) where device kits include individual reagents and articles that may be 

made available as separate devices, each of these devices shall comply 
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with the instructions for use requirements contained in this Section 

and with the requirements of this Regulation; 

(ah) for devices that incorporate electronic programmable systems, 

including software, or software that are devices in themselves, 

minimum requirements concerning hardware, IT networks 

characteristics and IT security measures, including protection against 

unauthorised access, necessary to run the software as intended. 

20.4.2   In addition, the instructions for use for devices intended for self-

testing shall comply with all of the following principles: 

(a) details of the test procedure shall be given, including any reagent 

preparation, specimen collection and/or preparation and information on 

how to run the test and interpret the results; 

(b) specific particulars may be omitted provided that the other information 

supplied by the manufacturer is sufficient to enable the user to use the 

device and to understand the result(s) produced by the device; 

(c) the device's intended purpose shall provide sufficient information to 

enable the user to understand the medical context and to allow the 

intended user to make a correct interpretation of the results; 

(d) the results shall be expressed and presented in a way that is readily 

understood by the intended user; 

(e) information shall be provided with advice to the user on action to be 

taken (in case of positive, negative or indeterminate result), on the test 

limitations and on the possibility of false positive or false negative 

result. Information shall also be provided as to any factors that can 

affect the test result such as age, gender, menstruation, infection, 

exercise, fasting, diet or medication; 
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(f) the information provided shall include a statement clearly directing that 

the user should not take any decision of medical relevance without first 

consulting the appropriate healthcare professional, information on 

disease effects and prevalence, and, where available, further advice 

such as national helplines, websites; 

(g) for devices intended for self-testing used for the monitoring of a 

previously diagnosed existing disease or condition, the information 

shall specify that the patient should only adapt the treatment if he has 

received the appropriate training to do so. 

 

Chapter IV 

21.Clinical Evaluation/ Clinical Performance 

 

 

  

21.1 A clinical evaluation/ Performance should assess clinical data to 

establish that a favorable benefit-risk determination exists for the 

medical device and IVD medical device in the form of one or more of 

the following:  

 clinical investigation reports (for IVDs, clinical performance 

evaluation reports) 

  published scientific literature/reviews  

 clinical experience 
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3

Technical Documentation 
 

The technical documentation shall be presented in a clear, organized, readily searchable and 

unambiguous manner and shall include in particular the below elements: 

1. Device Description and Specification, Including Variants and Accessories 

This section defines the device and any accessories. The following points shall be documented 

and shall include information relating to the variants and accessories covered by the technical 

documentation: 

1. Product or trade name of the device (list all products or variants that are covered by the 

technical file, including any accessories). 

2. Clear identification of device by product code, model number, catalogue number or other 

unambiguous means. 

3. Description of the device, including: 

3.1. What the device looks like (physical description) 

3.2. What parts it comprises of (components/parts/spares/accessories) 

3.3. What it is made of (materials and which of these have direct or indirect contact with 

the human body) 

3.4. Principles of operation/mode of action (how it works/operates) 

3.5. Any specific performance characteristics it has (and how they different between 

models) 

3.6. What options/configurations/sizes 

4. Picture or drawing of the device (this should also be detailed enough to aid understanding 

of the device operation and include sufficient explanation to understand the drawing) 

5. Intended purpose of the device, including: 

5.1. Medical Devices 

5.1.1. Key indications 

5.1.2. Medical conditions 

5.1.3. Patient populations 

5.1.4. Contraindications (e.g. age, gender, parts of the body, if suffering from 

another disease, pregnant or breast feeding etc.) 

5.2. IVDs 

5.2.1. What is to be detected and/or measured 

5.2.2. Its function such as screening, monitoring, diagnosis or aid to diagnosis, 

prognosis, prediction, companion diagnostic 

5.2.3. The specific disorder, condition or risk factor of interest that it is intended to 

detect, define or differentiate 

5.2.4. Whether it is automated or not 

5.2.5. Whether it is qualitative, semi-quantitative or quantitative 

5.2.6. The type of specimen(s) required 

5.2.7. Where applicable, the testing population 
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5.2.8. The intended user 

5.2.9. In addition, for companion diagnostics, the relevant target population and 

the associated medicinal product(s) 

5.2.10. The description of the principle of the assay method or the principles of 

operation of the instrument 

6. Intended users of the device 

6.1. Patient/Clinician/Carer 

6.2. Any user restrictions? 

7. Rationale of the qualification of the device (i.e. why is it being regulated as a medical 

device – this applies also to devices which have no medical purpose but are regulated as 

devices) 

8. Classification of the device in accordance with the classification rules (this should include 

the class of device and all the applicable rules with a justification of the chosen class/rule 

for both the device and any accessories)  

9. An explanation of any novel features (examples of novel features include new to market 

technology, new types of materials used or new application of existing technology) 

10. Further description of any accessories (if not completely described previously) 

11. Description of any devices required to operate the device that are not included (e.g. IT 

infrastructure, laptop, mobile ‘smart’ phone) 

12. Configurations (detail what configurations are available for the market if applicable) 

13. Device history (provide an overview of the previous generation or generations of the device 

if applicable) 

14. Additional information for IVDs: 

14.1. The description of the reactive ingredients of relevant components such as 

antibodies, antigens, nucleic acid primers 

14.2. Where applicable, the description of the specimen collection and transport 

materials provided with the device or descriptions of specifications recommended 

for use 

14.3. Where applicable, for instruments of automated assays: the description of the 

appropriate assay characteristics or dedicated assays 

14.4. Where applicable, for automated assays: a description of the appropriate 

instrumentation characteristics or dedicated instrumentation 

14.5. Where applicable, a description of any software to be used with the device 

 

15. Device market position (Are there similar devices in KSA or other international markets) 

16. Declarations (does the device require any specific declarations to be made such as 

containing animal tissue/medicines/human blood derivatives) 
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2. Information to be Provided by the Manufacturer 

Information provided by the manufacturer conveys information to the user or clinician and is a 

key part of the technical documentation. The Technical Documentation shall include a full set 

of labels for the device and packaging which includes the instructions for use (IFU) and any 

promotional material as applicable. 

Where the manufacturer has placed information on their website, this should also be identified.  

The following points detail the specific requirements: 

1. Each device shall be accompanied by the information needed to identify the device and its 

manufacturer, and by any safety and performance information relevant to the user, or any 

other person, as appropriate. Such information may appear on the device itself, on the 

packaging or in the instructions for use, and shall, if the manufacturer has a website, be 

made available and kept up to date on the website, taking into account the following:   

1.1. The medium, format, content, legibility, and location of the label and instructions for 

use shall be appropriate to the particular device, its intended purpose and the technical 

knowledge, experience, education or training of the intended user(s). In particular, 

instructions for use shall be written in terms readily understood by the intended user 

and, where appropriate, supplemented with drawings and diagrams. 

1.2. The information required on the label shall be provided on the device itself. If this is 

not practicable or appropriate, some or all of the information may appear on the 

packaging for each unit, and/or on the packaging of multiple devices. 

1.3. Labels shall be provided in a human-readable format and may be supplemented by 

machine-readable information, such as radio-frequency identification (‘RFID’) or bar 

codes. 

1.4. Instructions for use shall be provided together with devices. By way of exception, 

instructions for use shall not be required for class A and class B devices if such devices 

can be used safely without any such instructions and unless otherwise provided for 

elsewhere in this Section. 

1.5. Where multiple devices are supplied to a single user and/or location, a single copy of 

the instructions for use may be provided if so agreed by the purchaser who in any case 

may request further copies to be provided free of charge. 

1.6. Instructions for use may be provided to the user in non-paper format (e.g. electronic) 

– the risks associated with doing so should be considered, e.g. security against 

modification. 

1.7. Residual risks which are required to be communicated to the user and/or other person 

shall be included as limitations, contra-indications, precautions or warnings in the 

information supplied by the manufacturer. 

1.8. Where appropriate, the information supplied by the manufacturer shall take the form 

of internationally recognized symbols. Any symbol or identification colour used shall 
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conform to the harmonized standards.  ISO 15223-1 provides examples of appropriate 

symbols.  Such symbols can be used for: 

1.8.1. Address  

1.8.2. REF 

1.8.3. LOT  

1.8.4. Serial Number (SN) 

1.8.5. Date of manufacture  

1.8.6. Expiration date 

1.8.7. Sterile (with method)  

1.8.8. Single-use  

1.8.9. Temperature (max/min) 

1.8.10. Pressure (high/low) 

1.8.11. Humidity (range) 

1.8.12. Rain (keep out of rain) 

1.8.13. Sunlight (keep out of direct sunlight) 

1.8.14. Damaged packaging (do not use if packaging damaged) 

1.8.15. Consult operating instructions 

1.8.16. Applied part – B/BF/CF 

1.8.17. Others (as applicable): 

− biohazard  

− radiation  

− wireless 

− laser  

− phthalates  

− latex  

− Voltage  

− Power/Duty cycle   

− trapping point  

− Do not push on  

− hot surface   

− Ground  

− Fuse 

− Safety Class B (double insulated) 

1.8.18. Other symbols (any symbols not defined in ISO standards shall be explained 

in the instructions for use (IFU)) 

 

1.9. The label shall contain the name or trade name of the device 

1.10. The label shall contain the details needed to identify the device, the contents of the 

packaging and, where it is not obvious for the user, the intended purpose of the 

device;  
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1.11. The label shall bear the following 

1.11.1. Name, registered trade name or registered trade mark of the manufacturer 

1.11.2. Registered place of business of the manufacturer 

 

1.12. The label shall indicate if the device contains or incorporates: 

1.12.1. Medicinal substance 

1.12.2. Human blood or plasma derivative 

1.12.3. Tissues or cells (or derivatives of) of human or animal origin 

1.12.4. Substances that are carcinogenic, mutagenic or toxic to reproduction above 

0.1% weight by weight (this shall be labelled on the device itself or sales 

packaging) 

1.12.5. Substances that have endocrine-disrupting properties above 0.1% weight by 

weight (this shall be labelled on the device itself or sales packaging) 

 

1.13. The label shall indicate the Lot or Serial number (preceded by the words LOT 

NUMBER or SERIAL NUMBER or equivalent symbol) 

1.14. The label shall indicate the date of manufacture (where there is no indication of the 

date until when it may be used safely).  This may be included as part of the lot 

number or serial number provided the date is clearly identifiable. 

1.15. The label shall bear an indication of any special storage or handling condition that 

applies. 

1.16. The label shall indicate (if the device is supplied sterile), its sterile state and 

sterilisation method 

1.17. The label shall bear warnings or precautions to be taken that need to be brought to 

the immediate attention of the user of the device, and to any other person. This 

information may be kept to a minimum in which case more detailed information 

shall appear in the instructions for use, taking into account the intended users; 

1.18. The label shall indicate if the device is intended for single use 

1.19. The label shall indicate if the device is a single-use device that has been 

reprocessed, an indication of that fact, the number of reprocessing cycles already 

performed, and any limitation as regards the number of reprocessing cycles; 

1.20. The label shall indicate if the device is custom made, with the words ‘custom made 

device’ 

1.21. The label shall provide an indication that the device is a medical device. If the 

device is intended for clinical investigation only, the words ‘exclusively for clinical 

investigation’; 

1.22. The label shall indicate in the case of devices that are composed of substances or 

of combinations of substances that are intended to be introduced into the human 
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body via a body orifice or applied to the skin and that are absorbed by or locally 

dispersed in the human body, the overall qualitative composition of the device and 

quantitative information on the main constituent or constituents responsible for 

achieving the principal intended action; 

1.23. The label shall indicate for active implantable devices, the serial number, and for 

other implantable devices, the serial number or the lot number.’ 

 

1.24. For devices that are sterile, the following shall appear on the sterile packaging: 

1.24.1. an indication permitting the sterile packaging to be recognized as such, 

1.24.2. a declaration that the device is in a sterile condition, 

1.24.3. the method of sterilization, 

1.24.4. the name and address of the manufacturer 

1.24.5. a description of the device, 

1.24.6. if the device is intended for clinical investigations, the words ‘exclusively 

for clinical investigations’, 

1.24.7. if the device is custom-made, the words ‘custom-made device’, 

1.24.8. the month and year of manufacture, 

1.24.9. an unambiguous indication of the time limit for using or implanting the 

device safely expressed at least in terms of year and month, 

1.24.10. an instruction to check the instructions for use for what to do if the sterile 

packaging is damaged or unintentionally opened before use. 

 

1.25. The instructions for use shall contain the following particulars: 

1.25.1. The name or trade name of the device;  

1.25.2. The name, registered trade name or registered trade mark of the 

manufacturer and the address of its registered place of business; 

1.25.3. where applicable, an indication that the device contains or incorporates: 

— a medicinal substance, including a human blood or plasma derivative, 

or — tissues or cells, or their derivatives, of human origin, or — tissues 

or cells of animal origin, or their derivatives 

1.25.4. Contains substances which are carcinogenic, mutagenic or toxic to 

reproduction or substances having endocrine-disrupting properties for 

which there is scientific evidence of probable serious effects to human 

health in a concentration above 0,1 % weight by weight (w/w) the 

intended use of such devices includes treatment of children or treatment 

of pregnant or breastfeeding women or treatment of other patient groups 

considered particularly vulnerable to such substances and/or materials, 

information on residual risks for those patient groups and, if applicable, 

on appropriate precautionary measures shall be given in the instructions 

for use. 

1.25.5. an indication of any special storage and/or handling condition that applies 
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1.25.6. if the device is supplied sterile, an indication of its sterile state and the 

sterilisation method 

1.25.7. if the device is intended for single use, an indication of that fact 

1.25.8. in the case of devices that are composed of substances or of combinations 

of substances that are intended to be introduced into the human body via 

a body orifice or applied to the skin and that are absorbed by or locally 

dispersed in the human body, the overall qualitative composition of the 

device and quantitative information on the main constituent or 

constituents responsible for achieving the principal intended action 

1.25.9. the device's intended purpose with a clear specification of indications, 

contra-indications, the patient target group or groups, and of the intended 

users, as appropriate; 

1.25.10. where applicable, a specification of the clinical benefits to be expected. 

1.25.11. where applicable, links to the summary of safety and clinical 

performance; 

1.25.12. the performance characteristics of the device;  

1.25.13. where applicable, information allowing the healthcare professional to 

verify if the device is suitable and select the corresponding software and 

accessories; 

1.25.14. any residual risks, contra-indications and any undesirable side-effects, 

including information to be conveyed to the patient in this regard; 

1.25.15. specifications the user requires to use the device appropriately, e.g. if the 

device has a measuring function, the degree of accuracy claimed for it; 

1.25.16. details of any preparatory treatment or handling of the device before it is 

ready for use or during its use, such as sterilization, final assembly, 

calibration, etc., including the levels of disinfection required to ensure 

patient safety and all available methods for achieving those levels of 

disinfection. 

1.25.17. any requirements for special facilities, or special training, or particular 

qualifications of the device user and/or other persons;  

 

 

1.25.18. the information needed to verify whether the device is properly installed 

and is ready to perform safely and as intended by the manufacturer, 

together with, where relevant: 

1.25.18.1. details of the nature, and frequency, of preventive and regular 

maintenance, and of any preparatory cleaning or disinfection, 

1.25.18.2. identification of any consumable components and how to replace 

them, 
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1.25.18.3. information on any necessary calibration to ensure that the device 

operates properly and safely during its intended lifetime, and 

1.25.18.4. methods for eliminating the risks encountered by persons involved 

in installing, calibrating or servicing devices; 

 

 

1.25.19. if the device is supplied sterile, instructions in the event of the sterile 

packaging being damaged or unintentionally opened before use; 

1.25.20. if the device is supplied non-sterile with the intention that it is sterilised 

before use, the appropriate instructions for sterilisation;  

1.25.21. if the device is reusable, information on the appropriate processes for 

allowing reuse, including cleaning, disinfection, packaging and, where 

appropriate, the validated method of re-sterilization Information shall be 

provided to identify when the device should no longer be reused, e.g. 

signs of material degradation or the maximum number of allowable 

reuses; 

1.25.22. an indication, if appropriate, that a device can be reused only if it is 

reconditioned under the responsibility of the manufacturer to comply 

with the essential principles; 

1.25.23. if the device bears an indication that it is for single use, information on 

known characteristics and technical factors known to the manufacturer 

that could pose a risk if the device were to be re-used. This information 

shall be based on a specific section of the manufacturer's risk 

management documentation, where such characteristics and technical 

factors shall be addressed in detail. If no instructions for use are required, 

this information shall be made available to the user upon request. 

1.25.24. for devices intended for use together with other devices and/or general 

purpose equipment: — information to identify such devices or 

equipment, in order to obtain a safe combination, and/or — information 

on any known restrictions to combinations of devices and equipment; 

1.25.25. if the device emits radiation for medical purposes: — detailed 

information as to the nature, type and where appropriate, the intensity and 

distribution of the emitted radiation, — the means of protecting the 

patient, user, or other person from unintended radiation during use of the 

device; 

 

 

1.25.26. information that allows the user and/or patient to be informed of any 

warnings, precautions, contraindications, measures to be taken and 

limitations of use regarding the device. That information shall, where 

relevant, allow the user to brief the patient about any warnings, 
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precautions, contra-indications, measures to be taken and limitations of 

use regarding the device. The information shall cover, where appropriate: 

1.25.26.1. warnings, precautions and/or measures to be taken in the event of 

malfunction of the device or changes in its performance that may 

affect safety, 

1.25.26.2. warnings, precautions and/or measures to be taken as regards the 

exposure to reasonably foreseeable external influences or 

environmental conditions, such as magnetic fields, external 

electrical and electromagnetic effects, electrostatic discharge, 

radiation associated with diagnostic or therapeutic procedures, 

pressure, humidity, or temperature, 

1.25.26.3. warnings, precautions and/or measures to be taken as regards the 

risks of interference posed by the reasonably foreseeable presence 

of the device during specific diagnostic investigations, evaluations, 

or therapeutic treatment or other procedures such as electromagnetic 

interference emitted by the device affecting other equipment, 

1.25.26.4. if the device is intended to administer medicinal products, tissues or 

cells of human or animal origin, or their derivatives, or biological 

substances, any limitations or incompatibility in the choice of 

substances to be delivered, 

1.25.26.5. warnings, precautions and/or limitations related to the medicinal 

substance or biological material that is incorporated into the device 

as an integral part of the device; and 

1.25.26.6. precautions related to materials incorporated into the device that 

contain or consist of CMR substances or endocrine-disrupting 

substances, or that could result in sensitization or an allergic reaction 

by the patient or user; 

 

1.25.27. in the case of devices that are composed of substances or of combinations 

of substances that are intended to be introduced into the human body and 

that are absorbed by or locally dispersed in the human body, warnings 

and precautions, where appropriate, related to the general profile of 

interaction of the device and its products of metabolism with other 

devices, medicinal products and other substances as well as 

contraindications, undesirable side-effects and risks relating to overdose; 

1.25.28. in the case of implantable devices, the overall qualitative and quantitative 

information on the materials and substances to which patients can be 

exposed; 

1.25.29. warnings or precautions to be taken in order to facilitate the safe disposal 

of the device, its accessories and the consumables used with it, if any. 

This information shall cover, where appropriate: — infection or 

microbial hazards such as explants, needles or surgical equipment 

contaminated with potentially infectious substances of human origin, and 
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— physical hazards such as from sharps. If no instructions for use are 

required, this information shall be made available to the user upon 

request; 

1.25.30. for devices intended for use by lay persons, the circumstances in which 

the user should consult a healthcare professional; 

1.25.31. devices to be treated as medical devices but which are not medical 

devices, information regarding the absence of a clinical benefit and the 

risks related to use of the device; 

1.25.32. date of issue of the instructions for use or, if they have been revised, date 

of issue and identifier of the latest revision of the instructions for use; 

1.25.33. a notice to the user and/or patient that any serious incident that has 

occurred in relation to the device should be reported to the manufacturer 

and the SFDA. 

1.25.34. information to be supplied to the patient with an implanted device 

1.25.35. for devices that incorporate electronic programmable systems, including 

software, or software that are devices in themselves, minimum 

requirements concerning hardware, IT networks characteristics and IT 

security measures, including protection against unauthorized access, 

necessary to run the software as intended. 

 

Note: Promotional material must not contain claims that exceed those in the instructions for 

use, clinical evaluation or technical documentation. 

 

3. Design and Manufacturing Information 

This section provides details on the device design and how it is manufactured. This section 

shall include: 

1. Full device description 

1.1. Technical drawings (clearly labelled and explained) 

1.2. Bill of materials 

1.3. Information to describe the function and assembly of the device 

1.4. IVDs: 

1.4.1. A description of the critical ingredients of the device such as antibodies, 

antigens, enzymes and nucleic acid primers provided or recommended for use 

with the device 

1.4.2. For instruments, a description of major subsystems, analytical technology 

such as operating principles and control mechanisms, dedicated computer 

hardware and software 

1.4.3. For instruments and software, an overview of the entire system 
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1.4.4. For software, a description of the data interpretation methodology, namely the 

algorithm 

1.4.5. For devices intended for self-testing or near-patient testing, a description of 

the design aspects that make them suitable for self-testing or near-patient 

testing 

2. Applied parts 

2.1. Explanation of which parts of the device contact the human body either directly or 

indirectly 

2.2. Identification of the contact materials 

3. Technical specifications (as applicable) 

3.1. Device features 

3.2. Dimensions 

3.3. Performance attributes 

3.4. Voltages 

3.5. Output 

3.6. Temperatures 

3.7. Flows 

3.8. Weight 

3.9. Speed 

3.10. Other specifications 

4. Requirements documentation 

4.1. User requirements 

4.2. Product requirements 

4.3. Software requirements 

4.4. Hardware requirements 

4.5. Other requirements 

5. Design Traceability  

5.1. Traceability matrix to show how user requirements have been validated and 

product/design requirements have been verified. 

 

6. Design Stages 

6.1. Reference to design procedure 

6.2. Description of design stages 

6.3. Confirmation of the verification and validation conducted on the device 

 

7. Manufacturing processes 

7.1. Manufacturing information to include: 

7.1.1. Manufacturing process flow 

7.1.2. Manufacturing specifications including in process testing 

7.1.3. Final inspection and acceptance criteria 

7.1.4.  Manufacturing validation 

 

8. Manufacturing structure 
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8.1. Name and address of place where design was carried out (all sites and subcontractors) 

8.2. Name and address of place where manufacturing is carried out (all sites and 

subcontractors) 

8.3. Detail of suppliers including identification of critical suppliers 

8.4. Confirmation of subcontractor contracts (if applicable) 

 

4. Essential Principles 

This section within the technical documentation is intended to demonstrate how the 

manufacturer has met the essential principles of safety and performance.  The Essenntial 

Principle checklists can be used to demonstrate this and should form this section of the technical 

documentation. 

Alternative formats are allowed as long as all essential principles have been considered as 

follows: 

1. All applicable essential principles have been identified and conformity has been evidenced. 

2. All non-applicable essential principles have a rationale detailing why they are not 

applicable. 

3. The precise identity of the controlled documents offering evidence of conformity with each 

essential principle is documented. 

 

5. Benefit-Risk Analysis and Risk Management 

This section of the technical documentation documents the benefit to risk assessment and 

demonstrates that the device is considered safe.  This section may directly refer to the device 

risk assessment or the clinical evaluation (or both). A risk/benefit statement should appear in 

these documents and this may be repeated here, or reference made to it. 

Risk management should be documented and should contain as a minimum: 

1. Procedure 

2. Risk Management Plan 

3. Risk Analysis 

4. Risk Management Report 

 

Evidence of these documents shall appear within the technical documentation. The Risk 

Management Plan, Analysis and Report could be combined into one document or separate 

documents, as long as each part meets the requirements for planning, analysis and reporting.  

Risks should be controlled to ensure they are ‘as low as possible’ and the risk analysis criteria 

should be either referenced or explained.   

The risk management procedure should ensure required elements are addressed: 

1. Risk Analysis 

2. Risk Evaluation 

3. Risk Control 

4. Production & Post-production information 
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Persons performing risk management tasks shall have the knowledge and experience 

appropriate to the tasks assigned to them.  ISO 14971 provides direction and further information 

for conducting Risk Management activities.  

 

Risk management plan shall include: 

1. assignment of responsibilities and authorities 

2. requirements for review of risk management activities 

3. criteria for risk acceptability, based on the manufacturer’s policy for determining 

acceptable risk 

4. verification activities 

5. activities related to collection and review of relevant production and post-production 

information 

 

Risk management analysis shall include: 

1. a description and identification of the medical device that was analyzed 

2. a picture or diagram if appropriate 

3. a description of the intended purpose from a functional point of view 

4. Identification of the persons who conducted the risk analysis] – (Risk analysis should be 

conducted using a multi-disciplinary team (high risk devices should have more focussed 

experts involved)) 

5. Scope and date of the analysis 

6. Analysis of findings: 

6.1. Ensure the risk scale make sense, are the severities and occurrences in the analysis 

similar to what is expected for the device? 

6.2. Ensure the risks re-calculated after risk reductions have been put in place 

6.3. Ensure that instructions for use are not being employed as risk mitigation 

6.4. Ensure that risk mitigations that do not design out a hazard do not reduce severities 

(electrocution does not reduce in severity when the probability of occurrence is 

reduced) 

6.5. Consider the risk mitigations that are listed and their effects on the risk are similar 

to what is expected for the device 

6.6. Ensure the overall acceptability of each risk has been stated 

 

6.7. Possible relevant hazards to consider: 

6.7.1. Usability, including foreseeable misuse (not reading instructions for use 

(IFU), home use, reuse, local language) 

6.7.2. Mechanical hazards (pinch, traps, trips) 

6.7.3. Electrical hazards (leakage, fire, burn, ingress, power limitation, accidental 

disconnect/shutdown) 
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6.7.4. Biological hazards (cleaning, sterility, leaching, toxic materials, includes user 

and patient) 

6.7.5. Software hazards (safety, security, confidentiality, utility over lifetime) 

 

Risk Management report shall include: 

1. Confirmation that the risk management activities have been carried out as planned 

2. Overall Residual Risks are discussed and is acceptable  

3. Post-market information (evidence that mechanisms are in place to ensure this information 

can be collected) 

 

6. Product Verification and Validation 

This section of the technical documentation lists the methods and standards used to verify and 

validate the product. The documentation shall contain the results and critical analyses of all 

verifications and validation tests and/or studies undertaken to demonstrate conformity of the 

device with the requirements of KSA Medical Devices Law and in particular the applicable 

Essential Principles. 

Where no new testing has been undertaken, the documentation shall incorporate a rationale for 

that decision. An example of such a rationale would be that biocompatibility testing on identical 

materials was conducted when those materials were incorporated in a previous version of the 

device that has been legally placed on the market or put into service. 

 

For Medical Devices (excluding IVDs) The following sections should be included: 

1. Pre-clinical data 

1.1. A list of standards to which compliance is claimed 

1.2. Results of tests, such as engineering, laboratory, simulated use and animal tests, 

taking into account its intended purpose, or to similar devices, regarding the pre-

clinical safety of the device and its conformity with the specifications 

 

1.3. Detailed information regarding test design, complete test or study protocols, 

methods of data analysis, in addition to data summaries and test conclusions 

regarding in particular: 

1.3.1. The biocompatibility of the device including the identification of all materials 

in direct or indirect contact with the patient or user 

1.3.2. Physical, chemical and microbiological characterisation 

1.3.3. Electrical safety and electromagnetic compatibility (if applicable) 

1.3.4. Software verification and validation (describing the software design and 

development process and evidence of the validation of the software, as used 

in the finished device. This information shall typically include the summary 

results of all verification, validation and testing performed both in-house and 

in a simulated or actual user environment prior to final release. It shall also 
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address all of the different hardware configurations and, where applicable, 

operating systems identified in the information supplied by the manufacturer) 

1.3.5. Life of product, Stability, including shelf life 

1.3.6. Performance and safety 

1.3.7. The clinical evaluation report and its updates and the clinical evaluation plan, see 

Annex (5). 

1.4. The Post-Market Clinical Follow-up (PMCF) plan and PMCF evaluation report or 

a justification why a PMCF is not applicable, see Annex (5). 

 

For IVDs the following sections should be included: 

2. Information on analytical performance of the device: 

2.1. Specimen type: This Section shall describe the different specimen types that can 

be analysed, including their stability such as storage, where applicable specimen 

transport conditions and, with a view to time-critical analysis methods, information 

on the timeframe between taking the specimen and its analysis and storage 

conditions such as duration, temperature limits and freeze/thaw cycles 

2.2. Analytical performance characteristics – Accuracy of measurement – Trueness of 

measurement: This Section shall provide information on the trueness of the 

measurement procedure and summarise the data in sufficient detail to allow an 

assessment of the adequacy of the means selected to establish the trueness. 

Trueness measures apply to both quantitative and qualitative assays only when a 

certified reference material or certified reference method is available 

2.3. Analytical performance characteristics – Accuracy of measurement – Precision of 

measurement: This Section shall describe repeatability and reproducibility studies 

2.4. Analytical performance characteristics – Analytical sensitivity: This Section shall 

include information about the study design and results. It shall provide a 

description of specimen type and preparation including matrix, analyte levels, and 

how levels were established. The number of replicates tested at each concentration 

shall also be provided as well as a description of the calculation used to determine 

assay sensitivity 

2.5. Analytical performance characteristics – Analytical specificity: This Section shall 

describe interference and cross reactivity studies performed to determine the 

analytical specificity in the presence of other substances/agents in the specimen. 

2.6. Information shall be provided on the evaluation of potentially interfering and cross-

reacting substances or agents on the assay, on the tested substance or agent type 

and its concentration, specimen type, analyte test concentration, and results. 

2.7. Interferents and cross-reacting substances or agents, which vary greatly depending 

on the assay type and design, could derive from exogenous or endogenous sources 

such as: 
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2.8. substances used for patient treatment such as medicinal products 

2.9. substances ingested by the patient such as alcohol, foods 

2.10. substances added during specimen preparation such as preservatives, stabilisers 

2.11. substances encountered in specific specimen types such as haemoglobin, lipids, 

bilirubin, proteins 

2.12. analytes of similar structure such as precursors, metabolites or medical conditions 

unrelated to the test condition including specimens negative for the assay but 

positive for a condition that can mimic the test condition 

2.13. Metrological traceability of calibrator and control material values 

2.14. Measuring range of the assay: This Section shall include information on the 

measuring range regardless of whether the measuring systems are linear or non-

linear, including the limit of detection and describe information on how the range 

and detection limit were established. 

2.15. This information shall include a description of specimen type, number of 

specimens, number of replicates, and specimen preparation including information 

on the matrix, analyte levels and how levels were established. If applicable, a 

description of any high dose hook effect and the data supporting the mitigation 

such as dilution steps shall be added. 

2.16. Definition of assay cut-off: This Section shall provide a summary of analytical data 

with a description of the study design including methods for determining the assay 

cut-off, such as: 

2.17. The population(s) studied: demographics, selection, inclusion and exclusion 

criteria, number of individuals included 

2.18. method or mode of characterisation of specimens 

2.19. statistical methods such as Receiver Operator Characteristic (ROC) to generate 

results and if applicable, define grey-zone/equivocal zone 

2.20. The analytical performance report 

 

3. Information on clinical performance and clinical evidence. Performance Evaluation Report 

3.1. The documentation shall contain the performance evaluation report, which includes 

the reports on the scientific validity, the analytical and the clinical performance 

together with an assessment of those reports 

3.2. The clinical performance study documents 

4. Stability (excluding specimen stability) - This Section shall describe claimed shelf life, in 

use stability and shipping stability studies. 

4.1. Claimed shelf-life: This Section shall provide information on stability testing 

studies to support the shelf life that is claimed for the device. Testing shall be 

performed on at least three different lots manufactured under conditions that are 
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essentially equivalent to routine production conditions. The three lots do not need 

to be consecutive. Accelerated studies or extrapolated data from real time data are 

acceptable for initial shelf life claims but shall be followed up with real time 

stability studies. 

4.1.1. Such detailed information shall include: 

4.1.1.1. The study report including the protocol, number of lots, acceptance 

criteria and testing intervals 

4.1.1.2. Where accelerated studies have been performed in anticipation of the real 

time studies, the method used for accelerated studies shall be described 

4.1.1.3. The conclusions and claimed shelf life 

4.2. In-use stability: This Section shall provide information on in-use stability studies 

for one lot reflecting actual routine use of the device, regardless of whether real or 

simulated. This may include open vial stability and/or, for automated instruments, 

on board stability. 

 

4.3. In the case of automated instrumentation, if calibration stability is claimed, 

supporting data shall be included. 

4.3.1. Such detailed information shall include:  

4.3.1.1. the study report (including the protocol, acceptance criteria and testing 

intervals) 

4.3.1.2. the conclusions and claimed in-use stability 

 

4.4. Shipping stability: This Section shall provide information on shipping stability 

studies for one lot of devices to evaluate the tolerance of devices to the anticipated 

shipping conditions. Shipping studies may be done under real and/or simulated 

conditions and shall include variable shipping conditions such as extreme heat 

and/or cold. 

4.4.1. Such information shall describe: 

4.4.1.1. the study report (including the protocol, acceptance criteria) 

4.4.1.2. the method used for simulated conditions 

4.4.1.3. the conclusion and recommended shipping conditions 

 

5. The documentation shall contain evidence of the validation of the software, as it is used in 

the finished device. Such information shall typically include the summary results of all 

verification, validation and testing performed in-house and applicable in an actual user 

environment prior to final release. It shall also address all of the different hardware 

configurations and, where applicable, operating systems identified in the labelling. 
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Additional information required in specific cases: 

1. Where a device (excluding IVDs) incorporates, as an integral part, a substance which, if 

used separately, may be considered to be a medicinal product within the meaning of 

Medicinal Products Law in KSA, including a medicinal product derived from human blood 

or human plasma, a statement indicating this fact. In this case, the documentation shall 

identify the source of that substance and contain the data of the tests conducted to assess 

its safety, quality and usefulness, taking account of the intended purpose of the device 

2. Where a device (excluding IVDs) is manufactured utilising tissues or cells of human or 

animal origin, or their derivatives, and is covered by KSA Law, and where a device 

incorporates, as an integral part, tissues or cells of human origin or their derivatives that 

have an action ancillary to that of the device and is covered by KSA Law, a statement 

indicating this fact. In such a case, the documentation shall identify all materials of human 

or animal origin used and provide detailed information concerning the conformity with 

Sections 13.1. or 13.2., respectively 

3. For IVDs, In the case of devices containing tissues, cells and substances of animal, human 

or microbial origin, information on the origin of such material and on the conditions in 

which it was collected. 

4. In the case of devices (excluding IVDs) that are composed of substances or combinations 

of substances that are intended to be introduced into the human body and that are absorbed 

by or locally dispersed in the human body, detailed information, including test design, 

complete test or study protocols, methods of data analysis, and data summaries and test 

conclusions, regarding studies in relation to: 

4.1. Absorption, distribution, metabolism and excretion 

4.2. Possible interactions of those substances, or of their products of metabolism in the 

human body, with other devices, medicinal products or other substances, 

considering the target population, and its associated medical conditions 

4.3. Local tolerance 

4.4. Toxicity, including single-dose toxicity, repeat-dose toxicity, genotoxicity, 

carcinogenicity and reproductive and developmental toxicity, as applicable 

depending on the level and nature of exposure to the device 

4.5. In the absence of such studies, a justification shall be provided 

  

5. In the case of devices (excluding IVDs) containing substances classified as carcinogenic, 

mutagenic, or toxic for reproduction (CMR) or endocrine-disrupting substances. 

6. In the case of devices placed on the market in a sterile or defined microbiological condition, 

a description of the environmental conditions for the relevant manufacturing steps. In the 

case of devices placed on the market in a sterile condition, a description of the methods 

used, including the validation reports, with respect to packaging, sterilisation and 

maintenance of sterility. The validation report shall address bioburden testing, pyrogen 

testing and, if applicable, testing for sterilant residues 
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7. In the case of devices placed on the market with a measuring function, a description of the 

methods used in order to ensure the accuracy as given in the specifications 

8. If the device is to be connected to other device(s) in order to operate as intended, a 

description of this combination/configuration including proof that it conforms to the 

general safety and performance requirements when connected to any such device(s) having 

regard to the characteristics specified by the manufacturer 

9. Specific cases that may involve additional clinical scrutiny may also include total and 

partial joint prosthesis, cardiovascular devices, implantable pulse generators, supportive 

devices such as meshes 

 

 

7. Post Market Surveillance Plan 

The post market surveillance plan section describes within the technical documentation what 

systems are in place to ensure appropriate post market surveillance data is collected.   

This section shall include: 

1. Sources of potential post market surveillance data: 

1.1. Information concerning serious incidents (such as death, life threatening injury), 

including information from periodic safety update report (PSURs), and field safety 

corrective actions 

1.2. Records referring to non-serious incidents and data on any undesirable side-effects, 

this should include post-market data on: 

1.2.1. near miss incidents 

1.2.2. usability  

1.2.3. Misuse incidents 

1.2.4. Reported side effects and especially unexpected or new side effects 

 

1.3. Information from trend reporting (i.e. trending complaints to determine if there is a 

spike that would indicate a potential issue). The data collected from part 2 above 

should show evidence on statistical analysis when relevant and frequencies of 

occurrence should be presented in a readable manner 

1.4. Relevant specialist or technical literature, databases and/or registers 

1.5. Information, including feedbacks and complaints, provided by users, distributors and 

importers 

1.6. Information solicited from users via forums, trade shows social media or other means 

 

2. Effective and appropriate methods and processes to assess the collected data, consideration 

should also be given to statistical methods 
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3. Ensure suitable indicators and threshold values been chosen that will be used in the 

continuous reassessment of the benefit-risk analysis and of the risk management. 

4. Effective and appropriate methods and tools to investigate complaints and analyze market-

related experience collected in the field 

5. Methods and protocols to manage the events subject to the trend report, including the 

methods and protocols to be used to establish any statistically significant increase in the 

frequency or severity of incidents as well as the observation period. 

6. Methods and protocols to communicate effectively with SFDA, notified bodies, economic 

operators and users regarding medical device issues. 

7. Procedures: 

7.1. Reference to procedures to fulfil the manufacturers obligations 

7.2. Systematic procedures to identify and initiate appropriate measures including 

corrective actions 

 

8. Effective tools to trace and identify devices for which corrective actions might be necessary 

 

8. Periodic Safety Update Report and Post Market Surveillance Report 

Manufacturers of class B, class C and class D devices shall prepare a periodic safety update 

report (PSUR) for each device and where relevant for each category or group of devices 

summarizing the results and conclusions of the analyses of the post-market surveillance data 

gathered as a result of the post-market surveillance plan together with a rationale and 

description of any preventive and corrective actions taken. Throughout the lifetime of the 

device concerned, that PSUR shall set out:  

1. The conclusions of the benefit-risk determination 

2. The main findings of the Post-market clinical follow-up (PMCF) 

3. The volume of sales of the device and an estimate of the size and other characteristics of 

the population using the device and, where practicable, the usage frequency of the device 

 

Manufacturers of class C and D devices shall update the PSUR at least annually. 

Manufacturers of class B devices shall update the PSUR when necessary and at least every two 

years. 

Manufacturers of class A devices shall prepare a post-market surveillance report summarizing 

the results and conclusions of the analyses of the post-market surveillance data gathered as a 

result of the post-market surveillance plan together with a rationale and description of any 

preventive and corrective actions taken. The report shall be updated when necessary and made 

available to the SFDA upon request. 



 

 123 من 99 صفحة

 

4 

Risk Classification Rules for Medical Devices
 

1. Medical Devices & Devices without a Medical Purpose 

1.1 Definitions Specific to the Classification Rules 

1.1.1 Duration of Use 

− Transient: means normally intended for continuous use for less than 60 minutes. 

− Short Term: means normally intended for continuous use for between 60 minutes and 30 

days. 

− Long Term: means normally intended for continuous use for more than 30 days. 

 

1.1.2 Invasive and Active Devices 

− Body Orifice: means any natural opening in the body, as well as the external surface of the 

eyeball, or any permanent artificial opening, such as a stoma. 

− Invasive Device: means any device which, in whole or in part, penetrates inside the body, 

either through a body orifice or through the surface of the body. 

− Surgically Invasive Device: means an invasive device which penetrates inside the body 

through the surface of the body, including through mucous membranes of body orifices 

with the aid or in the context of a surgical operation; and a device which produces 

penetration other than through a body orifice. 

− Implantable Device: means any device, including those that are partially or wholly 

absorbed, which is intended: 

o to be totally introduced into the human body, or 

o to replace an epithelial surface or the surface of the eye, 

by clinical intervention and which is intended to remain in place after the procedure. 

Any device intended to be partially introduced into the human body by clinical intervention 

and intended to remain in place after the procedure for at least 30 days shall also be deemed 

to be an implantable device. 

− Reusable Surgical Instrument: means an instrument intended for surgical use in cutting, 

drilling, sawing, scratching, scraping, clamping, retracting, clipping or similar procedures, 

without a connection to an active device and which is intended by the manufacturer to be 

reused after appropriate procedures such as cleaning, disinfection and sterilization have 

been carried out. 

− Active Device: means any device, the operation of which depends on a source of energy 

other than that generated by the human body for that purpose, or by gravity, and which acts 

by changing the density of or converting that energy. Devices intended to transmit energy, 

substances or other elements between an active device and the patient, without any 
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significant change, shall not be deemed to be active devices. Software shall also be deemed 

to be an active device. 

− Active Therapeutic Device: means any active device used, whether alone or in combination 

with other devices, to support, modify, replace or restore biological functions or structures 

with a view to treatment or alleviation of an illness, injury or disability. 

− Active Device Intended for Diagnosis and Monitoring: means any active device used, 

whether alone or in combination with other devices, to supply information for detecting, 

diagnosing, monitoring or treating physiological conditions, states of health, illnesses or 

congenital deformities. 

− Central Circulatory System: means the following blood vessels: arteriae pulmonales, aorta 

ascendens, arcus aortae, aorta descendens to the bifurcatio aortae, arteriae coronariae, 

arteria carotis communis, arteria carotis externa, arteria carotis interna, arteriae cerebrales, 

truncus brachiocephalicus, venae cordis, venae pulmonales, vena cava superior and vena 

cava inferior. 

− Central Nervous System: means the brain, meninges and spinal cord. 

− Injured Skin or Mucous Membrane: means an area of skin or a mucous membrane 

presenting a pathological change or change following disease or a wound. 

 

1.1.2 Others 

− Non-Viable: means having no potential for metabolism or multiplication. 

− Derivative: means a ‘non-cellular substance’ extracted from human or animal tissue or cells 

through a manufacturing process. The final substance used for manufacturing of the device 

in this case does not contain any cells or tissues. 

− Nanomaterial: means a natural, incidental or manufactured material containing particles in 

an unbound state or as an aggregate or as an agglomerate and where, for 50 % or more of 

the particles in the number size distribution, one or more external dimensions is in the size 

range 1-100 nm. Fullerenes, graphene flakes and single-wall carbon nanotubes with one or 

more external dimensions below 1 nm shall also be deemed to be nanomaterials. 

− Particle: for the purposes of the definition of nanomaterial, means a minute piece of matter 

with defined physical boundaries. 

− Agglomerate: for the purposes of the definition of nanomaterial, means a collection of 

weakly bound particles or aggregates where the resulting external surface area is similar to 

the sum of the surface areas of the individual components. 

− Aggregate: for the purposes of the definition of nanomaterial, means a particle comprising 

of strongly bound or fused particles. 

− Serious Deterioration in State of Health: means any of the following: 

o life-threatening illness or injury, 

o permanent impairment of a body structure or a body function, 
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o hospitalisation or prolongation of patient hospitalisation, 

o medical or surgical intervention to prevent life-threatening illness or injury or 

permanent impairment to a body structure or a body function, 

o chronic disease 

 

1.2 Implementing Rules 

− Application of the classification rules shall be governed by the intended purpose of the 

devices. 

− If the device in question is intended to be used in combination with another device, the 

classification rules shall apply separately to each of the devices. Accessories for a medical 

device and for a product listed in Table 1 of this document shall be classified in their own 

right separately from the device with which they are used. 

− Software, which drives a device or influences the use of a device, shall fall within the same 

class as the device. If the software is independent of any other device, it shall be classified 

in its own right. 

− If the device is not intended to be used solely or principally in a specific part of the body, 

it shall be considered and classified on the basis of the most critical specified use. 

− If several rules, or if, within the same rule, several sub-rules, apply to the same device based 

on the device's intended purpose, the strictest rule and sub-rule resulting in the higher 

classification shall apply. 

− In calculating the duration referred to in Section 1.1.1, continuous use shall mean: 

− the entire duration of use of the same device without regard to temporary interruption of 

use during a procedure or temporary removal for purposes such as cleaning or disinfection 

of the device. Whether the interruption of use or the removal is temporary shall be 

established in relation to the duration of the use prior to and after the period when the use 

is interrupted or the device removed; and 

− the accumulated use of a device that is intended by the manufacturer to be replaced 

immediately with another of the same type. 

− A device is considered to allow direct diagnosis when it provides the diagnosis of the 

disease or condition in question by itself or when it provides decisive information for the 

diagnosis. 

 

Table 1 - Groups of products without an intended medical purpose 

# Product description 

1 Contact lenses or other items intended to be introduced into or onto the eye. 

2 Products intended to be totally or partially introduced into the human body through 

surgically invasive means for the purpose of modifying the anatomy or fixation of body 

parts with the exception of tattooing products and piercings. 
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3 Substances, combinations of substances, or items intended to be used for facial or other 

dermal or mucous membrane filling by subcutaneous, submucous or intradermal injection 

or other introduction, excluding those for tattooing. 

4 Equipment intended to be used to reduce, remove or destroy adipose tissue, such as 

equipment for liposuction, lipolysis or lipoplasty. 

5 High intensity electromagnetic radiation (e.g. infra-red, visible light and ultra-violet) 

emitting equipment intended for use on the human body, including coherent and non-

coherent sources, monochromatic and broad spectrum, such as lasers and intense pulsed 

light equipment, for skin resurfacing, tattoo or hair removal or other skin treatment. 

6 Equipment intended for brain stimulation that apply electrical currents or magnetic or 

electromagnetic fields that penetrate the cranium to modify neuronal activity in the brain. 

 

 

2.3 Classification Rules 

2.3.1 Non-Invasive Devices 

Rule 1 

All non-invasive devices are classified as class A, unless one of the rules set out hereinafter applies. 

 

Rule 2 

All non-invasive devices intended for channelling or storing blood, body liquids, cells or tissues, 

liquids or gases for the purpose of eventual infusion, administration or introduction into the body 

are classified as class B: 

o if they may be connected to a class B, class C or class D active device; or 

o if they are intended for use for channelling or storing blood or other body liquids or for 

storing organs, parts of organs or body cells and tissues, except for blood bags; blood bags 

are classified as class C. 

In all other cases, such devices are classified as class A. 

 

Rule 3 

All non-invasive devices intended for modifying the biological or chemical composition of human 

tissues or cells, blood, other body liquids or other liquids intended for implantation or 

administration into the body are classified as class C, unless the treatment for which the device is 

used consists of filtration, centrifugation or exchanges of gas, heat, in which case they are classified 

as class B. 

All non-invasive devices consisting of a substance or a mixture of substances intended to be used 

in vitro in direct contact with human cells, tissues or organs taken from the human body or used in 

vitro with human embryos before their implantation or administration into the body are classified 

as class D. 
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Rule 4 

All non-invasive devices which come into contact with injured skin or mucous membrane are 

classified as: 

o class A if they are intended to be used as a mechanical barrier, for compression or for 

absorption of exudates; 

o class C if they are intended to be used principally for injuries to skin which have breached 

the dermis or mucous membrane and can only heal by secondary intent; 

o class B if they are principally intended to manage the micro-environment of injured skin 

or mucous membrane; and 

o class B in all other cases. 

This rule applies also to the invasive devices that come into contact with injured mucous membrane. 

 

2.3.2 Invasive devices 

Rule 5 

All invasive devices with respect to body orifices, other than surgically invasive devices, which are 

not intended for connection to an active device or which are intended for connection to a class A 

active device are classified as: 

o class A if they are intended for transient use; 

o class B if they are intended for short-term use, except if they are used in the oral cavity as 

far as the pharynx, in an ear canal up to the ear drum or in the nasal cavity, in which case 

they are classified as class A; and 

o class C if they are intended for long-term use, except if they are used in the oral cavity as 

far as the pharynx, in an ear canal up to the ear drum or in the nasal cavity and are not liable 

to be absorbed by the mucous membrane, in which case they are classified as class B. 

All invasive devices with respect to body orifices, other than surgically invasive devices, intended 

for connection to a class B, class C or class D active device, are classified as class B. 

 

Rule 6 

All surgically invasive devices intended for transient use are classified as class B unless they: 

o are intended specifically to control, diagnose, monitor or correct a defect of the heart or of 

the central circulatory system through direct contact with those parts of the body, in which 

case they are classified as class D; 

o are reusable surgical instruments, in which case they are classified as class A; 

o are intended specifically for use in direct contact with the heart or central circulatory system 

or the central nervous system, in which case they are classified as class D; 
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o are intended to supply energy in the form of ionising radiation in which case they are 

classified as class C; 

o have a biological effect or are wholly or mainly absorbed in which case they are classified 

as class C; or 

o are intended to administer medicinal products by means of a delivery system, if such 

administration of a medicinal product is done in a manner that is potentially hazardous 

taking account of the mode of application, in which case they are classified as class C. 

 

Rule 7 

All surgically invasive devices intended for short-term use are classified as class B unless they: 

o are intended specifically to control, diagnose, monitor or correct a defect of the heart or of 

the central circulatory system through direct contact with those parts of the body, in which 

case they are classified as class D; 

o are intended specifically for use in direct contact with the heart or central circulatory system 

or the central nervous system, in which case they are classified as class D; 

o are intended to supply energy in the form of ionizing radiation in which case they are 

classified as class C; 

o have a biological effect or are wholly or mainly absorbed in which case they are classified 

as class D; 

o are intended to undergo chemical change in the body in which case they are classified as 

class C, except if the devices are placed in the teeth; or 

o are intended to administer medicines, in which case they are classified as class C. 

 

Rule 8 

All implantable devices and long-term surgically invasive devices are classified as class C unless 

they: 

o are intended to be placed in the teeth, or on prepared tooth structure, in which case they are 

classified as class B; 

o are intended to be used in direct contact with the heart, the central circulatory system or the 

central nervous system, in which case they are classified as class D; 

o have a biological effect or are wholly or mainly absorbed, in which case they are classified 

as class D; 

o are intended to undergo chemical change in the body in which case they are classified as 

class D, except if the devices are placed in the teeth; 

o are intended to administer medicinal products, in which case they are classified as class D; 

o are active implantable devices or their accessories, in which cases they are classified as class 

D; 
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o are breast implants or surgical meshes, in which cases they are classified as class D; 

o are total or partial joint replacements, in which case they are classified as class D, with the 

exception of ancillary components such as screws, wedges, plates and instruments; or 

o are spinal disc replacement implants or are implantable devices that come into contact with 

the spinal column, in which case they are classified as class D with the exception of 

components such as screws, wedges, plates and instruments. 

 

2.3.3 Active Devices 

Rule 9 

All active therapeutic devices intended to administer or exchange energy are classified as class B 

unless their characteristics are such that they may administer energy to or exchange energy with 

the human body in a potentially hazardous way, taking account of the nature, the density and site 

of application of the energy, in which case they are classified as class C. 

All active devices intended to control or monitor the performance of active therapeutic class C 

devices, or intended directly to influence the performance of such devices are classified as class C. 

All active devices intended to emit ionizing radiation for therapeutic purposes, including devices 

which control or monitor such devices, or which directly influence their performance, are classified 

as class C. 

All active devices that are intended for controlling, monitoring or directly influencing the 

performance of active implantable devices are classified as class D.  

 

Rule 10 

Active devices intended for diagnosis and monitoring are classified as class B: 

o if they are intended to supply energy which will be absorbed by the human body, except 

for devices intended to illuminate the patient's body, in the visible spectrum, or in the near 

infra-red spectrum, in which case they are classified as class A; 

o if they are intended to image in vivo distribution of radiopharmaceuticals; or 

o if they are intended to allow direct diagnosis or monitoring of vital physiological processes, 

unless they are specifically intended for monitoring of vital physiological parameters and 

the nature of variations of those parameters is such that it could result in immediate danger 

to the patient, for instance variations in cardiac performance, respiration, activity of the 

central nervous system, or they are intended for diagnosis in clinical situations where the 

patient is in immediate danger, in which cases they are classified as class C. 

Active devices intended to emit ionizing radiation and intended for diagnostic or therapeutic 

radiology, including interventional radiology devices and devices which control or monitor such 

devices, or which directly influence their performance, are classified as class C. 

 

Rule 11 
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Software intended to provide information which is used to take decisions with diagnosis or 

therapeutic purposes is classified as class B, except if such decisions have an impact that may cause: 

o death or an irreversible deterioration of a person's state of health, in which case it is in class 

D; or 

o a serious deterioration of a person's state of health or a surgical intervention, in which case 

it is classified as class C. 

Software intended to monitor physiological processes is classified as class B, except if it is intended 

for monitoring of vital physiological parameters, where the nature of variations of those parameters 

is such that it could result in immediate danger to the patient, in which case it is classified as class 

C. 

All other software is classified as class A. 

 

Rule 12 

All active devices intended to administer and/or remove medicinal products, body liquids or other 

substances to or from the body are classified as class B, unless this is done in a manner that is 

potentially hazardous, taking account of the nature of the substances involved, of the part of the 

body concerned and of the mode of application in which case they are classified as class C. 

 

Rule 13 

All other active devices are classified as class A. 

 

2.3.4 Special Rules 

Rule 14 

All devices incorporating, as an integral part, a substance which, if used separately, can be 

considered to be a medicinal product including a medicinal product derived from human blood or 

human plasma and that has an action ancillary to that of the devices, are classified as class D. 

 

Rule 15 

All devices used for contraception or prevention of the transmission of sexually transmitted 

diseases are classified as class C, unless they are implantable or long term invasive devices, in 

which case they are classified as class D. 

 

Rule 16 

All devices intended specifically to be used for disinfecting, cleaning, rinsing or, where appropriate, 

hydrating contact lenses are classified as class C. 

All devices intended specifically to be used for disinfecting or sterilising medical devices are 

classified as class B, unless they are disinfecting solutions or washer-disinfectors intended 
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specifically to be used for disinfecting invasive devices, as the end point of processing, in which 

case they are classified as class C. 

This rule does not apply to devices that are intended to clean devices other than contact lenses by 

means of physical action only. In which case they are in Class A. 

 

Rule 17 

Devices specifically intended for recording of diagnostic images generated by X-ray radiation are 

classified as class B. 

 

Rule 18 

All devices manufactured utilising tissues or cells of human or animal origin, or their derivatives, 

which are nonviable or rendered non-viable, are classified as class D, unless such devices are 

manufactured utilising tissues or cells of animal origin, or their derivatives, which are non-viable 

or rendered non-viable and are devices intended to come into contact with intact skin only. In which 

case they are in Class A. 

 

Rule 19 

All devices incorporating or consisting of nanomaterial are classified as: 

o class D if they present a high or medium potential for internal exposure; 

o class C if they present a low potential for internal exposure; and 

o class B if they present a negligible potential for internal exposure. 

 

Rule 20 

All invasive devices with respect to body orifices, other than surgically invasive devices, which are 

intended to administer medicinal products by inhalation are classified as class B, unless their mode 

of action has an essential impact on the efficacy and safety of the administered medicinal product 

or they are intended to treat life-threatening conditions, in which case they are classified as class 

C. 

 

Rule 21 

Devices that are composed of substances or of combinations of substances that are intended to be 

introduced into the human body via a body orifice or applied to the skin and that are absorbed by 

or locally dispersed in the human body are classified as: 

o class D if they, or their products of metabolism, are systemically absorbed by the human 

body in order to achieve the intended purpose; 

o class D if they achieve their intended purpose in the stomach or lower gastrointestinal tract 

and they, or their products of metabolism, are systemically absorbed by the human body; 
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o class B if they are applied to the skin or if they are applied in the nasal or oral cavity as far 

as the pharynx, and achieve their intended purpose on those cavities; and 

o class C in all other cases. 

 

Rule 22 

Active therapeutic devices with an integrated or incorporated diagnostic function which 

significantly determines the patient management by the device, such as closed loop systems or 

automated external defibrillators, are classified as class D. 

 

2. In Vitro Diagnostic Medical Devices 

2.1 Definitions Specific to the Classification Rules 

− Kit: means a set of components that are packaged together and intended to be used to 

perform a specific in vitro diagnostic examination 

− Specimen Receptacle: means a device, whether of a vacuum-type or not, specifically 

intended by its manufacturer for the primary containment and preservation of specimens 

derived from the human body for the purpose of in vitro diagnostic examination. 

− Device for Self-Testing: means any device intended by the manufacturer to be used by lay 

persons, including devices used for testing services offered to lay persons by means of 

information society services. 

− Device for Near-Patient Testing: means any device that is not intended for self-testing but 

is intended to perform testing outside a laboratory environment, generally near to, or at the 

side of, the patient by a health professional. 

− Companion Diagnostic: means a device which is essential for the safe and effective use of 

a corresponding medicinal product to:  

o identify, before and/or during treatment, patients who are most likely to benefit 

from the corresponding medicinal product; or 

o identify, before and/or during treatment, patients likely to be at increased risk of 

serious adverse reactions as a result of treatment with the corresponding medicinal 

product. 

− Calibrator: means a measurement reference material used in the calibration of a device. 

− Control Material: means a substance, material or article intended by its manufacturer to be 

used to verify the performance characteristics of a device. 

− Transmissible agent: an agent capable of being transmitted to a person, as a communicable, 

infectious or contagious disease. 
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2.2 Implementing Rules 

− Application of the classification rules shall be governed by the intended purpose of the 

devices. 

− If the device in question is intended to be used in combination with another device, the 

classification rules shall apply separately to each of the devices. 

− Accessories for an in vitro diagnostic medical device shall be classified in their own right 

separately from the device with which they are used. 

− Software, which drives a device or influences the use of a device, shall fall within the same 

class as the device. If the software is independent of any other device, it shall be classified 

in its own right.  

− Calibrators intended to be used with a device shall be classified in the same class as the 

device.  

− Control materials with quantitative or qualitative assigned values intended for one specific 

analyte or multiple analytes shall be classified in the same class as the device. 

− The manufacturer shall take into consideration all classification and implementation rules 

in order to establish the proper classification for the device. 

− Where a manufacturer states multiple intended purposes for a device, and as a result the 

device falls into more than one class, it shall be classified in the higher class.  

− If several classification rules apply to the same device, the rule resulting in the higher 

classification shall apply.  

− Each of the classification rules shall apply to first line assays, confirmatory assays and 

supplemental assays. 

− the technical/scientific/medical expertise of the intended user (lay person or healthcare 

professional). 

− the importance of the information to the diagnosis (sole determinant or one of several), 

taking into consideration the natural history of the disease or disorder including presenting 

signs and symptoms which may guide a physician. 

− the impact of the result (true or false) to the individual and/or to public health. 

 

2.3 Classification Rules 

Rule 1 

Devices intended to be used for the following purposes are classified as class D: 

a) detection of the presence of, or exposure to, a transmissible agent in blood, blood 

components, cells, tissues or organs, or in any of their derivatives, in order to assess their 

suitability for transfusion, transplantation or cell administration; 

b) detection of the presence of, or exposure to, a transmissible agent that causes a life-

threatening disease with a high or suspected high risk of propagation; 
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c) determining the infectious load of a life-threatening disease where monitoring is critical in 

the process of patient management.  

 

Rule 2 

Devices intended to be used for blood grouping, or tissue typing to ensure the immunological 

compatibility of blood, blood components, cells, tissue or organs that are intended for transfusion 

or transplantation or cell administration, are classified as class C, except when intended to 

determine any of the following markers: 

a) ABO system [A (ABO1), B (ABO2), AB (ABO3)]; 

b) Rhesus system [RH1 (D), RHW1, RH2 (C), RH3 (E), RH4 (c), RH5 (e)]; 

c) Kell system [Kel1 (K)]; 

d) Kidd system [JK1 (Jka), JK2 (Jkb)]; 

e) Duffy system [FY1 (Fya), FY2 (Fyb)]; 

in which case they are classified as class D. 

 

Rule 3 

Devices are classified as class C if they are intended:  

a) for detecting the presence of, or exposure to, a sexually transmitted agent; 

b) for detecting the presence in cerebrospinal fluid or blood of an infectious agent without a 

high or suspected high risk of propagation; 

c) for detecting the presence of an infectious agent, if there is a significant risk that an 

erroneous result would cause death or severe disability to the individual, foetus or embryo 

being tested, or to the individual's offspring; 

d) for pre-natal screening of women in order to determine their immune status towards 

transmissible agents; 

e) for determining infective disease status or immune status, where there is a risk that an 

erroneous result would lead to a patient management decision resulting in a life-threatening 

situation for the patient or for the patient's offspring; 

f) to be used as companion diagnostics; 

g) to be used for disease staging, where there is a risk that an erroneous result would lead to 

a patient management decision resulting in a life-threatening situation for the patient or for 

the patient's offspring; 

h) to be used in screening, diagnosis, or staging of cancer; 

i) for human genetic testing; 
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j) for monitoring of levels of medicinal products, substances or biological components, when 

there is a risk that an erroneous result will lead to a patient management decision resulting 

in a life-threatening situation for the patient or for the patient's offspring; 

k) for management of patients suffering from a life-threatening disease or condition; 

l) for screening for congenital disorders in the embryo or foetus; 

m) for screening for congenital disorders in new-born babies where failure to detect and treat 

such disorders could lead to life-threatening situations or severe disabilities.  

 

Rule 4 

a) Devices intended for self-testing are classified as class C, except for devices for the 

detection of pregnancy, for fertility testing and for determining cholesterol level, and 

devices for the detection of glucose, erythrocytes, leucocytes and bacteria in urine, which 

are classified as class B.  

b) Devices intended for near-patient testing are classified in their own right.  

 

Rule 5 

The following devices are classified as class A: 

a) products for general laboratory use, accessories which possess no critical characteristics, 

buffer solutions, washing solutions, and general culture media and histological stains, 

intended by the manufacturer to make them suitable for in vitro diagnostic procedures 

relating to a specific examination; 

b) instruments intended by the manufacturer specifically to be used for in vitro diagnostic 

procedures; 

c) specimen receptacles.  

 

Rule 6 

Devices not covered by the above-mentioned classification rules are classified as class B.  

 

Rule 7 

Devices which are controls without a quantitative or qualitative assigned value are classified as 

class B.  
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5

Clinical Evaluation and Post-Market Clinical Follow-Up 
 

PART A: Clinical Evaluation 

1. To plan, continuously conduct and document a clinical evaluation, manufacturers shall:  

(a) establish and update a clinical evaluation plan, which shall include at least: 

 — An identification of the general safety and performance requirements that require support 

from relevant clinical data; 

 — A specification of the intended purpose of the device; 

 — A clear specification of intended target groups with clear indications and contra-indications; 

 — A detailed description of intended clinical benefits to patients with relevant and specified 

clinical outcome parameters; 

 — A specification of methods to be used for examination of qualitative and quantitative 

aspects of clinical safety with clear reference to the determination of residual risks and side-

effects; 

 — an indicative list and specification of parameters to be used to determine, based on the state 

of the art in medicine, the acceptability of the benefit-risk ratio for the various indications and 

for the intended purpose or purposes of the device;  

— an indication how benefit-risk issues relating to specific components such as use of 

pharmaceutical, non- viable animal or human tissues, are to be addressed; and  

— a clinical development plan indicating progression from exploratory investigations, such as 

first-in-man studies, feasibility and pilot studies, to confirmatory investigations, such as pivotal 

clinical investigations, and a PMCF as referred to in Part B of this Annex with an indication of 

milestones and a description of potential acceptance criteria; 

(b) Identify available clinical data relevant to the device and its intended purpose and any gaps 

in clinical evidence through a systematic scientific literature review;  

(c) Appraise all relevant clinical data by evaluating their suitability for establishing the safety 

and performance of the device;  

(d) generate, through properly designed clinical investigations in accordance with the clinical 

development plan, any new or additional clinical data necessary to address outstanding issues; 

and  

(e) Analyze all relevant clinical data in order to reach conclusions about the safety and clinical 

performance of the device including its clinical benefits. 

 

2. The clinical evaluation shall be thorough and objective, and take into account both favorable 

and unfavorable data. Its depth and extent shall be proportionate and appropriate to the nature, 

classification, intended purpose and risks of the device in question, as well as to the 

manufacturer's claims in respect of the device.  
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3. A clinical evaluation may be based on clinical data relating to a device for which equivalence 

to the device in question can be demonstrated. The following technical, biological and clinical 

characteristics shall be taken into consideration for the demonstration of equivalence: 

 — Technical: the device is of similar design; is used under similar conditions of use; has 

similar specifications and properties including physicochemical properties such as intensity of 

energy, tensile strength, viscosity, surface characteristics, wavelength and software algorithms; 

uses similar deployment methods, where relevant; has similar principles of operation and 

critical performance requirements; 

 — Biological: the device uses the same materials or substances in contact with the same human 

tissues or body fluids for a similar kind and duration of contact and similar release 

characteristics of substances, including degradation products and leachable; 

— Clinical: the device is used for the same clinical condition or purpose, including similar 

severity and stage of disease, at the same site in the body, in a similar population, including as 

regards age, anatomy and physiology; has the same kind of user; has similar relevant critical 

performance in view of the expected clinical effect for a specific intended purpose.  

 

The characteristics listed in the first paragraph shall be similar to the extent that there would be 

no clinically significant difference in the safety and clinical performance of the device. 

Considerations of equivalence shall be based on proper scientific justification. It shall be clearly 

demonstrated that manufacturers have sufficient levels of access to the data relating to devices 

with which they are claiming equivalence in order to justify their claims of equivalence. 

4. The results of the clinical evaluation and the clinical evidence on which it is based shall be 

documented in a clinical evaluation report which shall support the assessment of the conformity 

of the device.  

 

The clinical evidence together with non-clinical data generated from non-clinical testing 

methods and other relevant documentation shall allow the manufacturer to demonstrate 

conformity with the general safety and performance requirements and shall be part of the 

technical documentation for the device in question. Both favorable and unfavorable data 

considered in the clinical evaluation shall be included in the technical documentation.  

 

Part B: Post-Market Clinical Follow-Up 

5. PMCF shall be understood to be a continuous process that updates the clinical evaluation 

referred Part A of this Annex and shall be addressed in the manufacturer's post-market 

surveillance plan. When conducting PMCF, the manufacturer shall proactively collect and 

evaluate clinical data from the use in or on humans of a device which is SFDA approved and 

is placed on the market or put into service within its intended purpose, with the aim of 

confirming the safety and performance throughout the expected lifetime of the device, of 

ensuring the continued acceptability of identified risks and of detecting emerging risks on the 

basis of factual evidence 

 

6. PMCF shall be performed pursuant to a documented method laid down in a PMCF plan. 

6.1. The PMCF plan shall specify the methods and procedures for proactively collecting and 

evaluating  
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Clinical data with the aim of: 

(a) Confirming the safety and performance of the device throughout its expected lifetime, 

(b) Identifying previously unknown side-effects and monitoring the identified side-effects and 

contraindications,  

(c) Identifying and analyzing emergent risks on the basis of factual evidence,  

(d) Ensuring the continued acceptability of the benefit-risk ratio referred to in Sections 1 and 9 

of Annex (1), and 

(e) Identifying possible systematic misuse or off-label use of the device, with a view to 

verifying that the intended purpose is correct.  

6.2. The PMCF plan shall include at least:  

(a) the general methods and procedures of the PMCF to be applied, such as gathering of clinical            

experience gained, feedback from users, screening of scientific literature and of other sources 

of clinical data; 

(b) The specific methods and procedures of PMCF to be applied, such as evaluation of suitable    

registers or PMCF studies;  

(c) A rationale for the appropriateness of the methods and procedures referred to in points (a) 

and (b);  

(d) a reference to the relevant parts of the clinical evaluation report referred to in Section 4 and 

to the risk management referred to in Section 3 of Annex (1);  

(e) The specific objectives to be addressed by the PMCF;  

(f) An evaluation of the clinical data relating to equivalent or similar devices;  

(g) Reference to any relevant CS, harmonized standards when used by the manufacturer, and 

relevant guidance on PMCF; and 

 (h) A detailed and adequately justified time schedule for PMCF activities (e.g. analysis of 

PMCF data and reporting) to be undertaken by the manufacturer. 

 

7. The manufacturer shall analyze the findings of the PMCF and document the results in a PMCF 

evaluation report that shall be part of the clinical evaluation report and the technical 

documentation. 

 

8. The conclusions of the PMCF evaluation report shall be taken into account for the clinical 

evaluation Part A of this Annex and in the risk management referred to in Section 3 of Annex 

(1). If, through the PMCF, the need for preventive and/or corrective measures has been 

identified, the manufacturer shall implement them. 
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6

 مالحظات معلومات النموذج 

A. Manufacturer Information 

1 Manufacturer Name البطاقة يجب أن يتطابق مع  − اسم املصّنع
التعريفية للجهاز/املنتج الطبي 
)وتشمل البطاقة املثبتة على 

( Labelالجهاز/املنتج )
 ((IFUوتعليمات االستخدام)

( DOCواالقرار باملطابقة )
 إثبات التسجيلو 

2 Country دولة املنشأ −  

3 Address  البطاقة يجب أن يتطابق مع  − عنوان املصّنع
التعريفية للجهاز/املنتج الطبي 
)وتشمل البطاقة املثبتة على 

( Labelالجهاز/املنتج )
 ((IFUوتعليمات االستخدام)

( DOCواالقرار باملطابقة )
 التسجيل وإثبات

4 Postal Code الرمز البريدي −  

5 Email Address البريد االلكتروني −  

6 Telephone Number الهاتف −  

7 Fax Number الفاكس −  

B. Product Information 

8 Product Trade Name  للجهاز/املنتج  االسم التجاري
 الطبي

يجب أن يتطابق مع إقرار  −
( ومع DOC)املصنع باملطابقة 

لبطاقة التعريفية للجهاز/املنتج ا
الطبي )وتشمل البطاقة املثبتة 

( Labelعلى الجهاز/املنتج )
 ((IFUوتعليمات االستخدام)

( DOCواالقرار باملطابقة )
 وإثبات التسجيل

9 Product Generic Name  االسم العام للجهاز/املنتج
 الطبي

كتابة االسم العام لعائلة يجب  −
 راد قيدهاملالطبي املنتج الجهاز/

10 Product Description الفني للجهاز/املنتج  الوصف
 الطبي

البطاقة يجب أن يتطابق مع  −
التعريفية للجهاز/املنتج الطبي 
)وتشمل البطاقة املثبتة على 
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( Labelالجهاز/املنتج )
 ((IFUوتعليمات االستخدام)

11 Intended purpose of Product  من استخدام الغرض
 الطبي نتجاملالجهاز/

−  

12 Issuing Agency جهة إثبات مطابقة التسجيل −  

13 Device Identifier معرف الجهاز/املنتج الطبي −  

14 Production Identifier لألجهزة  دفعة اإلنتاج معرف
  واملنتجات الطبية

−  

15 Nomenclature  للجهاز/املنتج   رمز التسمية
 الطبي

   ختياري ا −

16 Agency Name  الجهة التي صدرت رمز اسم
 التسمية

−  

17 Agency Code  رمز الجهة التي صدرت رمز
 التسمية

−  

18 GTIN  −  

19 Nomenclature Code Number للجهاز/املنتج   رمز التسمية
 الطبي

−  

20 Jurisdiction الدولة الرقابية −  

21 Is it for home use/lay person  هل الجهاز لالستخدام
تخدام من قبل املنزلي/معد لالس

 األشخاص العاديين 

−  

22 Product Trade/Brand Name 

in Arabic 

اسم العالمة /االسم التجاري 
للجهاز/املنتج الطبي  التجارية

 باللغة العربية

−  

23 Product Description in 

Arabic 

الوصف الفني للجهاز/املنتج 
 باللغة العربيةالطبي 

−  

C. Payment Information 
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 الحقا  التحديد سيتم 
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8MDMA

 

 ( باللغتين العربية واإلنجليزية وتحتوى على اآلتي:MDMAتصدر الهيئة شهادة اإلذن بالتسويق )

 .املصّنع معلومات -

  .الجهاز/املنتج الطبي أو مجموعة األجهزة واملنتجات الطبيةلتعريف  یةمعلومات کاف -

 (MDMAلألجهزة واملنتجات الطبية املشمولة في األذن بالتسويق ) رقم القيد الوطني للجهاز/املنتج الطبي -

  .ة الشهادةصالحي مدة -

 .الشهادةرقم  -
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Declaration of Conformity (DOC) 

to Saudi Food and Drug Authority Medical Devices Interim Regulation 
 ) صّنعاملب الخاص الرسمي الورق على يطبع(

  للطباعة والتعديل لنسخة قابلة هنااضغط 

 

We ……… <mmanufacturer name>, 

<manufacturer address> and <Establishment 

Medical Device National Registry (MDNR) 

number> hereby declare that the below 

mentioned medical device(s) conform to the 

“Medical Device Interim Regulation” issued by 

the Board of Directors of the Food and Drug 

Authority (1-8-1429) dated 29/12/1429 H. and 

we also declare the fulfillment of the 

requirements of “Medical Devices Interim 

Regulation” and its relevant Implementing Rules 

and willing to make the evidence of  the 

fulfillment of these requirements available to the 

SFDA, upon request. 

 

 

.................. >اسم املصّنع< و>عنوان املّصنع< نقر نحن 

 و>رقم السجل الوطني للمنشأة< )عندما ينطبق ذلك(

أن األجهزة واملنتجات الطبية املذكورة  .........................

الصادرة أدناه تتوافق مع "الئحة رقابة األجهزة الطبية" 

-1ء والدواء رقم )بقرار مجلس إدارة الهيئة العامة للغذا

هـ، كما نقر استيفائنا  29/12/1429( وتاريخ 8-1429

جميع املتطلبات املشار إليها في "الئحة رقابة األجهزة 

واملنتجات الطبية" وقواعدها اإلجرائية ذات العالقة 

 .استعداد لتقديم ما يثبت ذلك للهيئة عند الطلب وعلى

 

Information of Medical Device(s) ات األجهزة واملنتجات الطبيةمعلوم 
Generic Name: 

Trade/Brand Name: 

Model Name/Number: 

Intended Purpose: 

Risk Class: 

Classification Rule Number: 

Manufacturing Site: 

Applied Standards:  

 االسم العام/الجنيس:
 االسم التجاري/العالمة التجارية:

 رقم/اسم الطراز:
 الستخدام:الغرض من ا

 درجة الخطورة:
 رقم قاعدة تصنيف الخطورة:

 موقع التصنيع:
 املواصفات املطبقة: 

 
Authorized Signatory  

Name: 

Position:      

Date: 

Signature: 

 املخول بالتوقيع 

 االسم:

 املنصب:

 التاريخ:

 التوقيع:

https://www.sfda.gov.sa/ar/medicaldevices/WeaklyUpdateImplants/Annex2lowclass.docx
https://www.sfda.gov.sa/ar/medicaldevices/WeaklyUpdateImplants/Annex2lowclass.docx
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 دية اململكة العربية السعو  اململكة

 الهيئة العامة للغذاء والدواء  الهيئة

 قطاع األجهزة واملنتجات الطبية القطاع

 لالســـــتخدام طرحه لغرض طبي منتج/جهاز وتصـــــنيع تصـــــميم عن مســـــ ول شـــــخص أي املصّنع

  الطبي املنتج/الجهاز انك ســــــواء اســــــمه تحت
ً
  أو مصــــــمما

ً
 بواســــــطة أو قبله من مصــــــّنعا

 .عنه نيابة آخر طرف

 ك املفوض الشخص املمثل القانوني
ً
 ذلك في بما محددة، مهام وفق اململكة في لتمثيله املصّنع من تابيا

 .الهيئة لدى املصّنع تمثيل مس ولية

 مصّنع عن ومستقل اململكة في موجود ثالث طرفك يعمل املطابقة من للتحقق مكتب التحقق مكتب

 .تقييمه املراد الطبي املنتج/الجهاز ومستخدم

 كل آلة أو أداة أو جهاز تطبيق طبي أو جهاز زرع أو كواشف ومعايير مخبرية أو برامج، الجهاز/املنتج الطبي

 عالقة:ومواد تشغيل أو أي أداة شبيهة أو ذات 

 صنعت لتستخدم وحدها أو مع أجهزة أخرى لإلنسان، لهدف أو أكثر من .أ

 التالية:األهداف 

 األلم تسكينفيف أو تشخيص أو وقاية أو رصد أو عالج أو تخ -

 صابات أو تشخيص أو رصد أو عالج أو تخفيف وتسكين اإل  -

 عاقاتصابات أو اإل التعوي  لتلك اإل 

 حالل أو التعديل أو الدعم التشريحي أو الوظيفيالفحص أو اإل  -

 ألعضاء الجسم

 دعم الحياة أو تمكينها من االستمرار  -

 ظيم الحملتن -

 تعقيم األجهزة الطبية -

 لغرض طبي أو تشخي  ي عن طريق الفحوصات إعطاء املعلومات -

 املخبرية للعينات املأخوذة من جسم النسان

األجهزة التي ال يمكن أن تحقق الغرض الفعلي الذي صنعت من أجله في أو  .ب

نسان بواسطة العقار الدوائي أو العامل املنا ي أو التحوالت جسم اإل على

 وإنما تساعد في تحقيق مفاعيلها فقط األيضية

 األجهزة حقاتمل

 

  تصنيعها يتم التي املنتجات
ً
 من الجهاز ذلك لتمكين طبي جهاز مع الستخدامها خصيصا

 .أجله من صنع الذي الغرض تحقيق

 السجل الوطني لألجهزة

 واملنتجات الطبية

 قاعدة بيانات األجهزة واملنتجات الطبية واملنشآت التي تصنعها أو توردها أو توزعها.
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بالغات املركز الوطني ل

 واملنتجات الطبيةاألجهزة 

 واملنتجات األجهزة وأداء بسالمة عالقة ماله بكل الخاصة املعلومات قاعدة إلدارة نظام

 .فيها مشكالت وجود يثبت التي الواردة البالغات حيال املناسبة اإلجراءات واتخاذ، الطبية

رقابة  بالئحة آتتسجيل املنش الرقم الذي تصدره الهيئة للشخص بموجب أحكام رقم السجل الوطني

 .األجهزة واملنتجات الطبية

ملجموعة من األجهزة واملنتجات منتج طبي أو و الرمز الذي تخصصه الهيئة لجهاز/ه رقم شهادة اإلذن بالتسويق

لتبين أن هذه األجهزة وذلك  طلب اإلذن بالتسويق الواحدالطبية حسب ما تضمنه 

 أسواق املمكلة.في  قد تم التصريح بطرحهاواملنتجات 

رقم القيد الوطني 

 للجهاز/املنتج الطبي

التصريح قد تم  هلتبين أنالواحد الطبي املنتج /الرقم الذي تخصصه الهيئة للجهاز 

 اململكة ولتسهل تعقبه.سوق أفي بطرحه 

األجهزة واملنتجات الطبية 

ملري   املخصصة

(Patient-Specific 

Medical Devices) 

 

قياس ي ، أو غالف  منتج/على أساس نموذج قالب جهازينتجه مصّنع  بيطمنتج /جهاز

حدود األداء امليكانيكي، وغيرها و األق  ى لألبعاد ،و الحد األدنى مثل: تصميم محدد )

تناسب مع تشريح املري  باستخدام تقنيات ي(، العالقةذات  السريرية من العوامل

باستخدام امليزات التشريحية ، أو حسب مرجع تشريحي املنتج/مثل توسيع الجهاز

يمكن التحقق من  من خالل عمليةالذي يتم انتاجه الكاملة من تصوير املري ، و 

 صحتها.

األجهزة واملنتجات الطبية 

 للتكييفالقابلة 

(Adaptable Medical 

Devices) 

 مكانف يجب تكييفه أو تجميعه في يقابل للتكيجهاز/منتج طبي منتج بكميات كبيرة 

الصفات الفيسيولوجية  ، لتالئماملتحقق من صحتها  املصّنعفًقا لتعليمات رعاية و 

 املحددة ملري  معين قبل االستخدام.التشريحية 

األجهزة واملنتجات الطبية 

بكميات كبيرة املنتجة 

(Mass-Produced 

Medical Devices) 

 .عات متجانسةمتماثلة يتم إنتاجها بدورات إنتاج مستمرة أو بدفطبية ومنتجات جهزة أ

و/أو مصّنعة  املتكافئةاألجزاء أو املواد  تكون مالحظة: تعتبر الُدفعة متجانسة عندما 

 عادة في نفس اليوم أو في نفس الفترة الزمنيةو  وبدون انقطاعبنفس الطريقة  مختبرة

 الخصائص.نفس ومحققة  أو اآللة الجهاز إعدادات نفس بأو  وينتجها نفس الشخص

جات الطبية األجهزة واملنت

ع  بالطلب ةاملصنَّ

 أي جهاز/منتج طبي يحقق املتطلبات التالية على األقل:

 لشخص معين د يع   −
ً
 خصيصا

ع −   يصنَّ
ً
 وفقخصيصا

ً
له،  مصرحأخصائي رعاية صحية من  خطيلطلب  ا

 ائص تصميم محددةيعطي على مس وليته خص

د  − للشخص الصفات الفيسيولوجية التشريحية أو الحالة املرضية  ليبينيع 

 من أجله املعد

 Patient-Specific) ملري  املخصصةاألجهزة واملنتجات الطبية  :(1)مالحظة 

Medical Devices)  للتكييفاألجهزة واملنتجات الطبية القابلة و (Adaptable 

Medical Devices)  بكميات كبيرةاألجهزة واملنتجات الطبية املنتجة و (Mass-

Produced Medical Devicesلملصنعة بوسائل عمليات صناعية ( ا 
ً
 خطيطلب وفقا

عم له، ال تعتبر أجهزة ومنتجات طبية مصرحأخصائي رعاية صحية من   بالطلب: ةصنَّ



 

 123 من 123 صفحة

 

املبنية على  الفريدةتصميم الخصائص التصميم املحددة تعني خصائص  :(2)مالحظة 

أن يمكن  والتي ال ، لشخص معين رضيةاملحالة التشريحية أو الفسيولوجية ال امليزات

صحية معه أثناء مرحلة الفكرة. )مثال: الرعاية الأخصائي تدخل دون يقترحها املصّنع 

األبعاد واملتغيرات الهندسية )مثل نقل امللفات التي تحمل ارتباط التصوير فقط نقل 

مصّنع قبل إنتاج لالرقمي واالتصاالت في الطب "الدايكوم" من األشعة املقطعية( ل

 لطبي ال تكفي العتبارها تقديم خصائص تصميم محددة(نتج ااملجهاز/ال

 

 


