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지침서ᆞ안내서 제ᆞ개정 점검표

명칭 의료기기 위험관리 가이드라인 (민원인 안내서)

아래에 해당하는 사항에 체크하여 주시기 바랍니다.

등록대상

여부

□ 이미 등록된 지침서ㆍ안내서 중 동일ㆍ유사한 

내용의 지침서ㆍ안내서가 있습니까? 
□ 예
☑ 아니오

☞ 상기 질문에 ‘예’라고 답하신 경우 기존의 지침서ㆍ안내서의 개정을 

우선적으로 고려하시기 바랍니다. 그럼에도 불구하고 동 지침서ㆍ안내

서의 제정이 필요한 경우 그 사유를 아래에 기재해 주시기 바랍니다.

(사유 :                                                         )

□ 법령(법ㆍ시행령ㆍ시행규칙) 또는 행정규칙(고시ㆍ훈령ㆍ 

예규)의 내용을 단순 편집 또는 나열한 것입니까? 
□ 예
☑ 아니오

□ 단순한 사실을 대외적으로 알리는 공고의 내용입니까?
□ 예
☑ 아니오

□ 1년 이내 한시적 적용 또는 일회성 지시ㆍ명령에 
해당하는 내용입니까?

□ 예
☑ 아니오

□ 외국 규정을 번역하거나 설명하는 내용입니까?
□ 예
☑ 아니오

□ 신규 직원 교육을 위해 법령 또는 행정규칙을 알기 
쉽게 정리한 자료입니까? 

□ 예
☑ 아니오

☞ 상기 사항 중 어느 하나라도 ‘예’에 해당되는 경우에 지침서ㆍ안내서 등록 대상이 

아닙니다. 

   지침서ㆍ안내서 제ㆍ개정 절차를 적용하실 필요는 없습니다.

지침서ㆍ안

내서 구분

□ 내부적으로 행정사무의 통일을 기하기 위하여 반복적으로 
행정사무의 세부기준이나 절차를 제시하는 것입니까? 
(공무원용)

□ 예(☞지침서) 
☑ 아니오

□ 대내외적으로 법령 또는 고시ㆍ훈령ㆍ예규 등을 알기 쉽게 
풀어서 설명하거나 특정한 사안에 대하여 식품의약품안전처
의 입장을 기술하는 것입니까? (민원인용)

☑ 예(안내서) 
□ 아니오

기타 확

인사항

□ 상위 법령을 일탈하여 새로운 규제를 
신설ㆍ강화하거나 민원인을 구속하는 내용이 
있습니까?

□ 예 
☑ 아니오

☞ 상기 질문에 ‘예’라고 답하신 경우 상위법령 일탈 내용을 삭제하시고 

지침서ㆍ안내서 제ㆍ개정 절차를 진행하시기 바랍니다.

상기 사항에 대하여 확인하였음.

    2016 년    5 월    31 일

담당자
확  인 (부서장) 유 희 상  
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  이 안내서는 의료기기 위험관리에 대하여 알기 쉽게 설명하거나 

식품의약품안전처의 입장을 기술한 것입니다. 

  본 안내서는 대외적으로 법적 효력을 가지는 것이 아니므로 본문의 

기술방식(‘∼하여야 한다’ 등)에도 불구하고 민원인 여러분께서 반드시 

준수하셔야 하는 사항이 아님을 알려드립니다. 또한, 본 안내서는 2007년 

1월 1일 현재의 과학적ㆍ기술적 사실 및 유효한 법규를 토대로 작성되

었으므로 이후 최신 개정 법규 내용 및 구체적인 사실관계 등에 따라 달리 

적용될 수 있음을 알려드립니다. 

 ※ “민원인 안내서”란 대내외적으로 법령 또는 고시ㆍ훈령ㆍ예규 등을 
알기 쉽게 풀어서 설명하거나 특정한 사안에 대하여 식품의약품안전처
의 입장을 기술하는 것(식품의약품안전처 지침서등의 관리에 관한 
규정 제2조)

※ 본 안내서에 대한 의견이나 문의사항이 있을 경우 식품의약품안전처 의료기

기안전국 의료기기안전평가과에 문의하시기 바랍니다.

전화번호: 043-719-5006

팩스번호: 043-719-5000
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RISK ANALYSIS REPORT
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1.  Scope and purpose  
The purpose of this report is to perform and document the risk management of the AAA-
B01 SYSTEM, according to ISO 14971 and IEC/EN 60601-1-4. 

2. nitions and terms 
2.1 Harm 

Physical injury or damage to the health of people, or damage to property or the 
environment  

2.2 Hazard 
Potential source of harm 

2.3 Hazard situation  
Circumstance in which people, property or the environment are exposed to one or more 
hazard(s) 

2.4 Intended use / Intended purpose:  
Use of a product, process, or service in accordance with the specifications, instructions 
and information provided by the manufacturer 

2.5 Residual risk   
Risks remaining after protective measure have been taken 

2.6 Risk 
  Combination of the probability of occurrence of harm and the severity of that harm 

2.7 Risk analysis 
  Systematic use of available information to identify hazard and of estimate the risk 

2.8 Risk assessment 
  Overall process comprising a risk analysis and a risk evaluation 

2.9 Risk control 
  Process through which decision are reached and protective measures are implemented 

for reducing risk to, or maintaining risk within, specified levels 
2.10 Risk evaluation 

  Judgment, on the basis or risk analysis, of whether a risk which is acceptable has been 
achieved in a given context based on the current values of society  

2.11 Risk management 
  Systematic application of management policies, procedures and practices to the tasks of 

analyzing, evaluating and controlling risk 
2.12 Risk management file 

  Set of records and other documents, not necessarily contiguous that are produced by a 
risk management process  

2.13 Safety 
  Freedom from unacceptable risk 

2.14 Severity 
  Measure of the possible consequences of a hazard 



3. CRITERIA FOR RISK ACCEPTABILITIES 

3.1 DEFINITION FOR LIKELIHOOD 
Category Definition
Incredible Highly unlikely that the event will ever occur but a tiny possibility 

exists none-the-less 
Improbable Very small probability that the event may occur if at all 
Rare It is likely that it may be seen perhaps only in a decade or a lifetime 
Occasional May only occur essentially annually  
Probable Event will happen on a monthly occurrence 
Frequent Event will happen extremely frequently perhaps on a daily 

occurrence

3.2 DEFINITION FOR SEVERITY 
Category Definition
Negligible Abrasion type injury, that the patient will take care of themselves  
Moderate A slight injury that is medical treatment about 2 weeks 
Critical A serious injury that is medical treatment more than 2 weeks 
Catastrophic Death or near death to the patient 

3.3 Categories of Risk Assessment: 

Likelihood      

Frequent

Probable Intolerable

Occasional   ALARP* 

Rare        (Reducible) 

Improbable 

Incredible       Acceptable 

 Negligible Moderate Critical Catastrophic Severity

1) Acceptable:  Risks in this zone do not require further risk control. 



2) Reducible:  Risks in this zone are undesirable and risk reduction is possible. 
               (ALARP: As Low As Reasonably Practical) 
3) Intolerable:    Risks in this zone must be excluded. 

4.  General Description 
4.1 Manufacturer: ULTRASONICS CORP.  
4.2 Model name: AAA-B01 SYSTEM (Version 1.00) 

.3 Product description 

The AAA-B01 SYSTEM Product is defined as a low price range-general purpose BW ultrasound 

system. It includes 2D mode,  

PW Spectral Doppler mode, M mode, Combined modes, Harmonic imaging mode and freehand 

3D mode. 

5. Risk Management Team 
Mr. AAA (Regulatory engineer) 

Mr. BBB Ham (Project Team leader)  

Mr. CCC (H/W engineer) 

Mr. DDD (S/W engineer) 

Mr. EEE (Mechanical engineer) 

Mr. FFF (QA engineer) 

Mr. GGG (Process engineer) 

Mr. HHH (Service engineer) 

6. IDENTIFICATION OF QUALITATIVE AND QUANTITATIVE CHARACTERISTICS RELATED 
TO MEDICAL DEVICES 

6.1 USE OF THE DEVICE 

6.1.1 Intended use of the device 

Fetal, abdominal, intra-operative, pediatric, small organ, neonatal cephalic, adult cephalic, 

cardiac, trans-rectal, trans-vaginal, peripheral-vascular, muscular-skeletal, intra-operative 
        6.1.2 required skill of the user 

The following information is provided in the operator’s manual. This equipment addresses the 

user who is familiar with ultrasound techniques. The user should be familiar with all of these 

areas before attempting to use this manual or your ultrasound system. 

6.1.3 required training of the user 

See the sub-clause 6.1.2. 



6.1.4 - Environment in which the device is to be used 

    PATIENT ENVIRONMENT  NON PATIENT ENVIRONMENT 

    PATIENT ROOM       OPERATING THEATRE   ANALYSIS LAB 

    SURGICAL ROOM    THERAPY ROOM 

(1) Characteristics of the environment:  

- Humidity range:  30% ~ 75% 

- Temperature range:  10oC ~ 40 oC (Recommended: 17 oC ~ 23 oC) 

    - Atmospheric pressure range:  700hPa ~ 1060hPa 

    - Presence of chemicals:  N/A 

    - Presence of flammable gases:  N/A 

    - Sterilization process:  N/A 

6.1.5 - Installation 

     MANUFACTURER   USER  PROFESSIONAL INSTALLER 

         (1) Required skill of installer 

N/A

         (2) Required training of installer 

N/A

         (3) Supervision of installation by manufacturer 

N/A

         (4) Commisioning/start-up (list of tests to be carried out) 

N/A

         (5) Possible criticisms of installation 

N/A   

6.1.6 Influence on use of the device by the patient 
    POSSIBLE   NOT POSSIBLE 

         (1) Interaction between patient and device and possible influence on the use 

N/A

        6.1.7 Special needs required for the use of the device by handicapped persons, the elderly and 

children

N/A

6.2 CONTACT BETWEEN THE DEVICE AND THE PATIENT OR OTHER PERSONS 

        6.2.1 Type of contact 

 INTENDED  SURFACE  INVASIVE  IMPLANTATION 

(*) Invasive: Trans-vaginal, Trans-rectal 



6.2.2 Period and frequency of contact 

ULTRASONICS CORP. gives the guidance in the “Safety” in the operator’s manual, such as “By 

keeping ultrasound exposure as low as possible, while obtaining diagnostic images, users can 

minimize ultrasound bioeffects” and “The sonographer must reconcile exposure time with 

diagnostic image quality”, etc. 

6.3 MATERIALS AND/OR COMPONENTS INCORPORATED OR USED IN THE DEVICE 

6.3.1 List of critical materials/components (following materials/components must be approved) 

See the Appendix A. “Critical Component List” 

6.4 DELIVERY TO AND/OR EXTRACTION OF ENERGY FROM THE PATIENT 

        6.4.1 Type of energy transferred 

Acoustic energy, such as Transmitting or Receiving ultrasound 

6.4.2 Quality, quantity and time function of the energy transferred 

ULTRASONICS CORP. provides the information on the guidance of the use of diagnostic 

ultrasound in the “Safety” in the operator’s manual. The principle of ALARA (“as low as 

reasonably achievable” shall be applied. 

6.4.3 Means of control of the energy 

Internal Test Requirements defines sampling protocol, which assures compliance with SPTA and 

MI requirements. Perform focusing verification on each probe through resolution measurements. 

Probe Module Specification are required to specify upper and lower limits 

6.5 DELIVERY TO AND/OR EXTRACTION OF SUBSTANCES FROM THE PATIENT 

        6.5.1 Type of substance   

N/A

 SINGLE (detail)  MULTIPLE (detail)      DELIVERED  EXTRACTED 

6.5.2 - Maximum and minimum transfer rates 

N/A

        6.5.3 Means of control of the transfer of the substance 

N/A

6.6 PROCESS OF BIOLOGICAL MATERIALS FOR SUBSEQUENT RE-USE 

        6.6.1 Type of process : N/A 

        6.6.2 Substance(s) processed : N/A 

6.6.3 Means of control of the process : N/A 



6.7 STERILIZATION OF MICROBIOLOGICAL CONTROLS 

6.7.1 Type of product  

The probes, biopsy guide adapters should be disinfected or sterilized after each use.  

 SUPPLIED STERILE   TO BE STERILIZED BY THE USER 

 FOR SINGLE-USE   RE-USABLE     

        6.7.2 Max shelf-life and environmental conditions 

ULTRASONICS CORP. recommends users to disinfect or sterilize the probes and biopsy guides 

after each use. ULTRASONICS CORP. also does to use the disinfecting solutions and follow the 

manufacturer’s instructions in the “maintenance” of the operator’s manual.  

6.7.3 Type of packaging and packaging process 

N/A

6.7.4 Type of sterilization process for re-usable devices 

Probes must be cleaned after each use. Cleaning the probe is an essential step prior to effective 

disinfection or sterilization. Users should follow the manufacture’s instructions when using 

disinfectants for disinfection and sterilization. ULTRASONICS CORP. provides users with 

information on cleaning, disinfection, and sterilization in the “Maintenance” of the operator’s 

manual.

6.8 MODIFICATION OF THE PATIENT ENVIRONMENT 

6.8.1 Type of modifications produced by the device 

 TEMPERATURE   HUMIDITY   ATMOSPHERIC PRESSURE 

 ATMOSPERIC GAS COMPOSITION 

        6.8.2 Means of control of the process 

Under normal operation, the system limits probe surface temperature to 41 degrees Celsius. A 
power monitor protection circuits protects against over-current conditions. If the power monitor 

protection circuit senses an over-current condition, then the drive current to the probe is shut-off 

immediately, preventing over-heating of the probe surface to less than 43oC. Validation of the 

power monitor protection circuit is performed under normal system operation. 

6.9 MEASUREMENTS MADE BY THE DEVICE 
        6.9.1 Variables measured, accuracy and precision 

MEDICAL SYSTME provides users with “Measurement accuracy and range” in the “Basic 

Measurement” in the operator’s manual. 

      6.9.2 Means of control of accuracy and precision 

 PERIODICAL CALIBRATION - to be carried out by: 

 OPERATOR       SPECIALIST          AUTOCHECK 

ULTRASONICS CORP. recommends users to check the measurement accuracy every a year 

according to the measurement accuracy table provided in the operator’s manual. 



6.10 INTERPRETATION OF ACQUIRED DATA 

6.10.1 Type of data acquired/input 

6.10.2 Algorithms used to interpretate the acquired data 

        6.10.3 - Confidence limits and method of calculation of the limits 

6.11 CONTROL OR INTERACTION WITH OTHER DEVICES OR DRUGS 

6.11.1 Identification of other devices and/or drugs 

Other devices: Monitor, Color Printer, VCR 

        6.11.2 Problems related to control or interaction 

The use of non-certified accessory equipments according to IEC60950 for data processing 

equipment and IEC60601-1 for medical equipment with the diagnostic ultrasound equipment may 

cause electrical shock hazards. ULTRASONICS CORP. informs users of this caution in the 

“Safety” of the operator’s manual. 

6.12 UNWANTED OUTPUTS OF ENERGY AND SUBSTANCES 

6.12.1 - Possible unwanted outputs of energy and substances 

 NOISE  VIBRATION  HEAT   IONIZING RADIATION 

 NON-IONIZING RADIATION  UV RADIATION  IR RADIATION 

 VISIBLE RADIATION   CONTACT TEMPERATURES 

 LEAKAGE CURRENTS  EM FIELDS 

 DISCHARGE OF CHEMICALS  WASTE PRODUCTS  BODY FLUIDS 

6.13 ENVIRONMENTAL INFLUENCES ON THE DEVICE 

6.13.1 Possible environmental influences that can affect safety 

 OPERATIONAL ENVIRONMENT   
- Temperature:  10oC ~ 40oC (recommended: 17oC ~ 23oC)  

- Humidity (RH):  30% to 75% 

- Atom. Pressure:  700hPa to 1060hPa  

 TRANSPORT & STORAGE ENVIRONMENT  

- Temperature:  -25oC ~ 60oC

- Humidity (RH):  20% to 90% 
- Atom. Pressure:  700hPa to 1060hPa  

 POWER SUPPLY     

- 100-120/200-240Vac, 50/60Hz, AC 8A/4A 

      COOLING SUPPLY    

          N/A 

 SPILLAGE OF SUBSTANCES   

- IPX1 (Drip-proof):  Foot Switch 

- IPX7 (Watertight):  Probe lens parts 



6.14 ESSENTIAL CONSUMABLES OR ACCESSORIES ASSOCIATED WITH THE DEVICE 

6.14.1 Specifications for consumables or accessories associated with the device 

(1) CONSUMABLES 

SHEATH: ULTRASONICS CORP. informs users that ULTRASONICS CORP. does not provide 

sheath so that user should purchase the proper one on his/her own in the “Probe” of 

the operator’s manual. 

FUSE: ULTRASONICS CORP. informs users of the fuse ratings and its replacement in the 

“Maintenance” of the operator’s manual. The specification is in the Appendix A. 

“Critical component list”. 

LITHIUM BATTERY: ULTRASONICS CORP. informs users that the lithium battery in PC is to 

be replaced by a ULTRASONICS CORP.’s service man or its authorized dealer. 

(2) ACCESSORIES 

PROBES: ULTRASONICS CORP. provides the probe list which user should use with this 

equipment in the “Probe” in the operator’s manual.  

FOOT SWITCH: The specification is in Appendix A. Critical component list. ULTRASONICS 

CORP. informs users that user should use only the foot switch, which 

ULTRASONICS CORP. supplies, and check the ULTRASONICS CORP. logo 

symbol on it in the “Safety” in the operator’s manual. 

BIOPSY GUIDES: ULTRASONICS CORP. informs users that user should use only the 

ULTRASONICS CORP.-approved biopsy guides. Other brands may not 

properly fit ULTRASONICS CORP. probes. Improper installation may result 

in patient discomfort in the “Probe” in the operator’s manual. 

       6.14.2 Restrictions to be placed upon users in the selection of consumables and accessories to be 

associated with the device 
See the subclause. 6.14.1. 

6.15 MAINTENANCE 

6.15.1 Parts to be submitted to maintenance 

Probes, Biopsy guides, System, Fuse replacement. This information is provided in the 

“Maintenance” of the operator’s manual 

        6.15.2 Periodicity of maintenance and person in charge 

MAINTENANCE TO BE CARRIED OUT after each use BY 

 USER/OPERATOR   SPECIALIST 

6.16 SOFTWARE 

6.16.1 Installation, modification or exchange of the software 

 USER/OPERATOR   SPECIALIST 



        6.16.2 Interaction of the software with the safety of the device 

 HIGH   MEDIUM   LOW   NONE 

6.17 RESTRICTED SHELF-LIFE 

6.17.1 - Indication of the restricted shelf-life 

 LABELLING (detail)   OTHER INDICATORS (detail) 

This information is provided in Bar-code of ID label. 

6.17.2 Instructions for the disposable of the device 

ULTRASONICS CORP. informs users that biopsy needle guides, needles, and sheaths are 

disposable and must not be reused in the “probe” in the operator’s manual. 

6.18 - DELAYED AND/OR LONG TERM USE EFFECTS 

6.18.1 Ergonomic effects  

N/A

        6.18.2 Cumulative effects 

N/A

6.19 MECHANICAL FORCES APPLIED TO THE DEVICE 

6.19.1 Detail of parts and related mechanical forces 

ULTRASONICS CORP. informs users the followings in the “Safety” in the operator’s manual. 

The system can weigh approximately 105kg, depending upon configuration, and it could cause 

injury to user or others if it rolls over feet or into shins. ULTRASONICS CORP. recommends that 

you exercise caution when going up and down ramps. The monitor has been designed so that it 

can be easily removed from the system it needed. 
        6.19.2 Control of the mechanical forces 

 USER   INTERACTION WITH OTHER PERSONS 

        6.19.3 Means of control of the mechanical forces 

The system has a brake for the front wheels. User can control the system movement using the 

brake. Only the front wheels are steerable on the system. Therefore to maneuver the system in 

tight spaces, user should use repeated back-and-forth movements to position the system into the 

desired space. If the system behaves abnormally after moving the system, user should contact the 

technical services department or local representative. 

6.20 - LIFETIME OF THE DEVICE 

6.20.1 - Factors determining the lifetime of the device 

 AGEING   STERILIZATION   ENVIRONMENT   

6.20.2 Max lifetime and parameters to keep under control 

N/A
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ACC   = broadly acceptable region( )

In between  = “Risk as low as reasonable practicable” (ALARP) ( )

  IEC 60601-1-4,  

ISO/IEC JWG-RM N10 



2.4

0….6                     (ACC) 

7…..11 ALARP 

12….24                (N/ACC) 

:

a)

,

.

b) :

,

.

 =  X



,

.  1 .
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.

.

.

.
( )

.

.

A.2.1 /
?   

.
, 110Kv

( )
.

.

A.2.2
?   

A.2.3 /
, ,

?

.

 ‘ ’
.

‘ ’ .

A.2.4 /
?   

 ‘ ’
‘ ’ .

A.2.5 /
?

A.2.6
?   

A.2.7 ,
?



A.2.8
?   

A.2.9 ?

A.2.11 ?

A.2.12
?   

,
.

A.2.13 ?       

.
A.2.14 ?    
A.2.15 ?    .

, .
A.2.16

?
A.2.17 / ?

.
A.2.18 ?      
A.2.19 ?        
A.2.20 /

?   .
A.2.21

?   
A.2.22 ?   

.
A.2.23 ?    
A.2.24 ?         -

.
A.2.25

?
, ,

.
A.2.26

?   
A.2.27

?   
.

A.2.27.1
?   

A.2.27.2 ?    
 kV, mA , 

( )A.2.27.3 ?

A.2.27.4 ?

A.2.28 ?         - (C-arm)
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Implementation of risk management principles and activities 
within a quality management system

1. Introduction:

Medical device manufacturers are generally required to have a quality management system as 
well as processes for addressing device related risks.  These processes for managing risk can 
evolve into a stand-alone management system.  While manufacturers may choose to maintain 
these two management systems separately, it may be advantageous to integrate them as it 
could reduce costs, eliminate redundancies, and lead to a more effective management system. 

This document is intended to assist medical device manufacturers with the integration of a 
risk management system or risk management principles and activities into their existing 
quality management system by providing practical explanations and examples.  

A basic understanding of quality management system requirements and a basic knowledge of 
quality management system terminology are assumed in this guidance document.

This document is based on general principles of a quality management system and general 
principles of a risk management system and not on any particular standard or regulatory 
requirement.  This document also: 

§ Has general applicability to quality management systems for manufacturers providing 
medical devices;

§ Discusses risk management related to medical device safety, rather than financial or 
other business risks; 

§ Does not suggest a particular method of implementation; and 

§ Does not include requirements to be used as the basis of regulatory inspection or 
certification assessment activities 

The scope of the medical device manufacturer’s quality management system will define the 
applicability and extent of implementing risk management principles and activities.  
Processes required by the quality management system and performed by suppliers to the 
manufacturer are the responsibility of the manufacturer. Risk management activities relating 
to any process within the quality management system are ultimately the responsibility of the 
manufacturer.

An effective quality management system is essential for ensuring the safety and performance 
of medical devices.  A well-defined quality management system includes safety 
considerations in specific areas.  Given the importance of safety, it is useful to identify some 
key activities that specifically address safety issues and ensure appropriate input and 
feedback from these activities into the quality management system.  The degree to which 
safety considerations are addressed should be commensurate with the degree of the risk and 
the nature of the device.  Some devices present relatively low risk or have well-understood 
risks with established methods of risk control, while others push the state-of-the-art. 
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Risk management principles should be applied throughout the life cycle of medical devices 
and used to identify and address safety issues.  In general, risk management can be
characterized by phases of activities.  The following discussion is one example of how these 
phases can be described.  The first phase can be the determination of levels of risk that would 
be acceptable in the device.  Manufacturers should have a procedure or policy to determine 
risk acceptability criteria.  These risk acceptability criteria may come from an analysis of the 
manufacturer’s own experience with similar medical devices or research on what appears to 
be currently accepted risk levels by regulators, users, or patients, given the benefits derived 
from diagnosis or treatment with the device.  Risk acceptability criteria generally should be 
reflective of state-of-the-art in controlling risks.

The second phase can be risk analysis.  This phase starts with identifying hazards that may 
occur due to characteristics or properties of the device during normal use or foreseeable 
misuse.  After hazards are identified, risks are estimated for each of the identified hazards, 
using available information.

In the third phase, the estimated risks are compared to the risk acceptability criteria.  This 
comparison will determine an appropriate level of risk reduction, if necessary.  This is called 
risk evaluation.  The combination of risk analysis and risk evaluation is called risk 
assessment.

The fourth phase can be composed of risk control and monitoring activities.  The 
manufacturer establishes actions, i.e. risk control measures, intended to eliminate or reduce 
each risk to meet the previously determined risk acceptability criteria.  Within the limits of 
feasibility, one or more risk control measures may be incorporated in order to achieve this 
end.  Risk control activities may begin as early as design input and continue through the 
design and development process, manufacturing, distribution, installation, servicing and 
throughout the medical device life cycle.

Some regulatory schemes prescribe a fixed hierarchy of risk control measures that should be 
examined in the following order:

§ Inherent safety by design;
§ Protective measures in the device or its manufacture;
§ Information for safety, such as warnings, etc.

Throughout the life cycle of the device the manufacturer monitors whether the risks continue 
to remain acceptable and whether any new hazards or risks are discovered.  Information 
typically obtained from the quality management system, for example, production, complaints, 
customer feedback, should be used as part of this monitoring.  If at any time, a risk is 
determined to be unacceptable, the existing risk analysis should be reexamined and 
appropriate action taken to meet the risk acceptability criteria.  If a new hazard is identified, 
four phases of risk management should be performed.  

These activities can be performed within the framework of the quality management system.

1.1.  Purpose

This guidance document is intended for educating the medical device sector.  However, it is 
not intended to be used to assess or audit compliance with regulatory requirements.
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1.2. Scope

This document discusses and supports the implementation and integration of a risk 
management system within a medical device manufacturer’s quality management system and 
provides practical explanations and examples. 

2. Definitions:

Harm
physical injury or damage to the health of people, or damage to property or the environment
[ISO/IEC Guide 51:1999, definition 3.1]

Hazard
potential source of harm
[ISO/IEC Guide 51:1999, definition 3.5]

Residual risk
risk remaining after protective measures have been taken.
[ISO/IEC Guide 51:1999, definition 3.9]

Risk
combination of the probability of occurrence of harm and the severity of that harm
[ISO/IEC Guide 51:1999, definition 3.2]

Risk analysis
systematic use of available information to identify hazards and to estimate the risk
[ISO/IEC Guide 51:1999, definition 3.10]

Risk assessment
overall process comprising a risk analysis and a risk evaluation
[ISO/IEC Guide 51:1999, definition 3.12]

Risk control
process through which decisions are reached and protective measures are implemented for 
reducing risks to, or maintaining risks within, specified levels
[ISO 14971:2000, definition 2.16]

Risk evaluation
judgment, on the basis of risk analysis, of whether a risk which is acceptable has been 
achieved in a given context based on the current values of society
[NOTE Based on ISO/IEC Guide 51: 1999, definitions 3.11 and 3.7]

Risk management
systematic application of management policies, procedures and practices to the tasks of 
analyzing, evaluating and controlling risk
[ISO 14971:2000, definition 2.18]
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3. General:

3.1. Documentation

Documents or records resulting from risk management activities such as risk management 
procedures, reports, etc. may be maintained or referenced in either a risk management file or 
other appropriate files (e.g., Design History File, Technical File/Technical Documentation,
Design Dossier, Device Master Record, Device History Record, or Process Validation files). 

The manufacturer should consider the benefits of integrating the risk management 
procedures, documents and records directly into the quality management system procedures, 
documents, and records.  The advantage of this could be a single document control system, 
ease of use and review, accessibility, retention, etc.  If a manufacturer chooses to integrate the 
risk management system into the quality management system, the risk management file 
should contain references or an index of where the risk management requirements are 
satisfied.

Document controls, including document change controls, for risk management system 
documentation should be the same as the controls for quality management system 
documentation.  This documentation can be in any form or type of medium.

3.2. Internal and External Communication

Within the quality management system, consideration needs to be given to internal and 
external communication throughout the entire medical device life-cycle.  The type and depth 
of the communication should be appropriately tailored to the target audience.

Internal communication is necessary for all appropriate personnel to be aware of the 
remaining risks even after implementing risk control measures.  Annex A provides an 
example of a risk chart for communicating internal risk management activities.

External communication methods such as warning labels, user manuals, advisory notices, 
etc., should also be utilized to communicate necessary risk information.

4. Management Responsibilities:

Top management has a responsibility to incorporate risk management into the organization.  
This includes establishing risk management policies to ensure effective implementation of 
risk management principles and activities.

 Objectives relating to device safety should be a major part of the overall quality objectives of 
the manufacturer.  Management should also ensure that as part of quality planning, planning 
for risk management activities is carried out in order to meet these objectives. These activities 
should include:

· Establishment of risk acceptability criteria
· Risk analysis 
· Risk evaluation
· Risk control and monitoring
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Management is responsible for providing sufficient resources to carry out risk management 
activities. 

Management should ensure that responsibilities and authorities for risk management activities 
are defined and assigned to qualified personnel, including those related to monitoring data 
from production and post-production.

Manufacturers should plan and perform internal quality audits to verify whether risk 
management activities and related results comply with planned and established procedures.  
The internal audits should ensure the continued effectiveness of the risk management system.

Management reviews of the quality management system should include information from 
internal quality audits including risk management activities and related results, where 
appropriate. 

5. Outsourcing

A manufacturer may outsource processes (e.g. sterilization, tooling, coating processes, 
testing, design, manufacturing) or products (components, subassemblies or entire devices) 
and must maintain control over these outsourced processes and products.  The manufacturer 
is responsible for incorporating appropriate risk management activities for these processes 
and products by planning and by ensuring risk control measures are appropriately applied.  
Before the approval and implementation of a change to any outsourced process or product, 
the manufacturer should:

· Review the change;
· Assess if new risks have been discovered; and,
· Determine if current and/or new individual residual risks and/or the overall risk is

acceptable according to the predetermined existing acceptability criteria.

If there are any risk control measures applied to outsourced process or products, the risk 
control measures and their importance should be documented within the purchasing data or 
information and clearly communicated to the supplier. 

6. Planning:

Risk management planning needs to span the entire life cycle of a medical device.  A separate 
risk management plan may not be necessary if the manufacturer adequately addresses risk 
management within the quality management system planning activities.

7. Design and Development:

Design and development of a medical device is an evolutionary process, embracing many 
engineering and management practices.  Integral to activities associated with this process are 
the identification and control of risks.  Risk controls can be influenced by technical and 
business feasibility considerations, as well as considerations of device functionality and 
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associated benefits.  The objective of risk management is rarely to eliminate all risk, but 
rather to reduce risk to an acceptable level while maintaining feasibility and functionality. 

Risk management activities should begin as early as possible in the design and development 
phase, when it is easier to prevent problems rather than correcting them later.  For each 
identified hazard, the risk in both normal and fault conditions is estimated.  In risk evaluation, 
the manufacturer decides whether risk reduction is needed.  The results from this risk 
evaluation such as the need for risk control measures then become part of the design input. 

Risk control measures are part of the design output and are evaluated during design 
verification.  This design input/output/verification cycle will iterate and continue throughout 
the overall design control process until the residual risks have been reduced to an acceptable 
level and can be maintained at an acceptable level.  The overall effectiveness of risk control 
measures is confirmed during design validation.

Relying exclusively on design and development processes to control risk is not sufficient. 
Even the best design and development processes can fall short of ensuring error free design 
output.
  
After release of the device to market, risk management activities should be linked to quality 
management processes, for example, production and process controls, corrective and 
preventive actions (CAPA), servicing and customer feedback. 

Design and development activities targeted at controlling risks should be supported by 
documentation.  This documentation should relate the design activities to identified risks in a 
way that provides objective evidence that the nature and extent of the design control is 
reasonable and appropriate to the degree of risk.

The flowchart depicted in Annex B shows a synopsis of the risk management activities 
overlaid on the general design and development process as defined within a quality 
management system.

7.1. Design and development planning

Design and development planning should ensure that coordination of risk management 
activities is conducted during design and development. Design and development planning 
should identify:

· The inter-relationship(s) between appropriate risk management activities and design 
and development activities; and,

· The needed resources, including appropriate expertise required to ensure sufficient 
coverage of potential safety concerns.

7.2. Design and development input

Design and development inputs for a device are captured in one or more documents intended 
to be the foundation for subsequent design and development activities.  Design and 
development inputs include adequate consideration of intended use and functional, 
performance, safety and regulatory requirements. 
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Risk control measures are one output from risk management activities, which should feed 
into the design and development process. 

Risk analysis consists of identifying hazards and the potential harms due to those hazards and 
estimating the risks of those harms occurring.  Hazard identification starts with consideration 
of the medical device’s intended use, its characteristics and its environment.  Risk-related 
data from post-production information for the generic type of device should be considered if 
it is available.  In addition, risk-related information on the manufacturing methods to be used
in the production of the device should be considered.  This normally results in a preliminary 
list of known and foreseeable hazards.  Such hazards may be found in relevant standards or 
other data sources such as vigilance databases, independent product test reports, etc.  

The identified hazards may produce several harms, as well as, one harm may come from 
several hazards.  The probability of occurrence of the harm and its severity need to be 
determined. (See Annex A).  Risks from these hazards are estimated and evaluated against 
previously established acceptability criteria to determine whether risk controls are needed.

Any proposed changes to identified design characteristics, specifications, and/or risk control
measures and their associated hazards from the current risk analysis must be carefully 
evaluated with respect to continued safety and specified performance of the device before 
actual implementation.

If the device is intended to be used in combination with, or installed with, or connected to 
another medical device or equipment, then hazards and risk control measures should be 
evaluated for each device individually as well as the system or combination as a whole.

When establishing design and development inputs, the need for risk control measures should
be considered.  When risk control measures are determined to be necessary and are initially 
defined, these become an output as part of the iterative cycle.

7.3. Design and development outputs

Risk control measures identified during the input phase must be designed and incorporated 
into the design and development output.  These risk control measures will have to be 
evaluated as to their feasibility.  

Design and development outputs are generally of three types.   The first type includes 
specification of the characteristics of the medical device, as well as those essential for its safe 
and proper use.  The second type of design output relates to requirements for purchasing, 
production, handling, distribution and servicing.  The third type includes medical device 
acceptance criteria.  All types may include information essential for safe and proper use.  
Risk control measures may fall into any of these categories. Table 1 shows examples of each 
type of risk control measure.

Table 1

Design and development output type Examples of risk control measures
medical device characteristics including those 
essential for its safe and proper use

· Compliance with IEC 60601
· Over-temperature alarm
· Information related to any residual risk 
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(e.g. warning label on device, operators 
manual, or service manual)

· Redundant power source on a life-support 
device

· Interlock switch on access door of an x-ray 
cabinet

· Watchdog timer (in a microprocessor-
based device)

· User training
requirements for purchasing, production, 
handling, distribution and servicing 

· Special quality requirements in contracts
· Imposing stringent process controls
· Mandatory part replacements in planned 

maintenance service intervals for process 
equipment or the medical device itself

· Limitation of lot sizes
· Environmental requirements such as 

temperature, pressure, humidity, etc.  
medical device acceptance criteria · Torque specification for a threaded fastener

· Dimensional tolerances for a vacuum line 
fitting

· Contamination levels or sterility 
requirements for a device or accessory

· Electrical safety performance limits (e.g., 
leakage current, insulation strength)

Design outputs will include the specific risk control measures and where those risk control 
measures will be applied.

During the design and development process, when inherent safety and/or design for 
protective measures are not possible or practical, additional risk control measures such as 
labeling, training and residual risk communication may be necessary design outputs.  These 
risk control measures should apply to the medical device life-cycle.  

7.4. Design and development review

Design and development reviews should determine if any individual residual risks as well as 
any overall residual risk are adequately communicated to appropriate individuals including 
users. These reviews should determine the validity of risk/benefit decisions related to the 
acceptance of the overall residual risk.  Reviewers should have the necessary competence to 
assess design decisions concerning risk acceptability.

Design review procedures should define risk review tasks that should be performed at 
appropriate stages of design and development. Design and development reviews should 
assess, for example:

· Whether all hazards have been identified, risk properly assessed and potential risk 
control measures identified.

  
· The effectiveness of risk control measures for individual risks.
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· If design validation activities effectively assessed the overall residual risk associated 

with the use of the device by the intended user.

· Whether new risk-related issues identified during the design transfer process were 
controlled and verified. 

7.5. Design and development verification

Design and development verification should generate objective evidence that identified risks 
were addressed, risk control measures were implemented as necessary, and risk control
measures were verified to be effective so that the end result meets the defined acceptability 
criteria.

Procedures should define appropriate analytical techniques and test methods related to safety 
requirements.  Procedures should ensure traceability between identified hazards, risk control 
measures, medical device design and development requirements, test plans, and test results. 

Annex C is an example of a risk management summary in a table format, which also 
demonstrates traceability. 

7.6. Design and development validation

Validation confirms the medical device meets user needs, intended uses, and the overall 
residual risk meets the overall acceptability criteria.  To ensure risk control measures are 
adequately addressed in the validation plan, the plan should include sufficient numbers of all 
anticipated user population(s) and all intended uses to give confidence that the overall 
residual risk determination is consistent with expectations.  Any simulated use testing should 
be designed to provide similar levels of confidence.  Unforeseen hazards that emerge from 
validation need to be assessed and, if necessary, controlled.

Note: Risk control measures need to be established and addressed prior to conducting clinical 
trials/investigations.

7.7. Control of design and development changes

History has repeatedly demonstrated that seemingly trivial changes may have unforeseen and 
sometimes catastrophic consequences.  Proposed changes to the medical device and/or its 
manufacturing processes should be evaluated for their effect(s) on the safety of the device.  
This evaluation should be based on criteria for risk acceptability contained in risk 
management and design and development records and documents.

The need for changes may arise at any time in the life cycle of the medical device.  Some of 
these changes can introduce new hazards, eliminate existing hazards, or change the level of 
risk associated with a hazard.  A change could be the result of many factors, including a 
change in a risk control measure or a re-evaluation of the original risk assessment.  If a 
change takes place, the current risk assessment should be reviewed and updated as necessary.  

Examples of such changes are:
· A change of material (even nominally identical material from a different supplier);



GHTF Study Group 3 SG3/N15R8 Page 13 of 23

Risk Management Guidance 

· Replacement of one machine in a process by another;
· Seemingly trivial changes to a process may have cumulative effects;
· Change of suppliers;
· Change made by suppliers;
· Change of intended use or the intended user; 
· When a device is part of a system and any single characteristic of the device or system 

changes, the system as a whole should be evaluated.

Prior to implementing a proposed change, it is important to ensure that any individual 
residual risk(s), as well as the overall residual risk, are defined and remain acceptable. 

7.8. Design and development transfer

During design transfer the manufacturer should ensure the implementation and effectiveness 
of defined risk control measures.  The manufacturer should ensure that existing or newly 
identified risk-related issues are resolved prior to the release of the design to production.

8. Traceability:

Risk management data should be utilized to define which devices, components, materials and 
work environment conditions require traceability.    

Risk management activities should be used in conjunction with regulatory requirements to 
establish criteria for traceability.  Points to be considered include:

· Origin of components and materials;
· Processing history;
· Distribution and location of the device after delivery (to the first consignee);
· Intended use of the device (i.e., life sustaining, life supporting, or implantable); 
· Probability of failure;
· Need for safety related updates (i.e. recalls, advisory notices, field updates, etc.);
· Consequence of the failure for patients, users or other persons.

In defining the records required for traceability, the manufacturer should consider all those 
devices, components, materials and work environment conditions, which could cause the 
medical device not to satisfy its specified requirements including its safety requirements.

9. Purchasing Controls and Acceptance Activities:

9.1. Purchasing Controls

Risk management activities should identify hazards and evaluate risks, including those 
potentially introduced by suppliers early in the product realization process. 

Risk management roles and responsibilities of the manufacturer and supplier should be 
defined as part of the purchasing requirements.  In addition, prescribed risk control measures 
derived from the risk management process during product realization should be included in 
the purchasing requirements as part of the purchasing information. 
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Established criteria for selection, evaluation and re-evaluation of suppliers of purchased 
products and services should also be based upon the risk associated with identified hazards 
related to the purchased products and services determined during the risk management 
process. 

9.2. Acceptance Activities

The manufacturer should communicate risk management policies, as well as establish and 
implement procedures necessary for ensuring that purchased product and services meet 
specified purchase requirements.  In developing the acceptance criteria for purchased product 
and services, results of risk management activities should be considered.  Specifically, the 
identified hazards and their related risk control measures need to be taken into account when 
developing criteria for verification and acceptance activities.

10. Production and Process Controls 

The manufacturing process may be a source of identified hazards.  These hazards can come 
from equipment, processes, work environment, personnel, etc., or the variability of those.  
These hazards should have already been identified during the design and development or are 
discovered during production or post-production.  The risk control measures necessary to 
address these hazards need to be included in documented production and process control 
procedures. 

The outcome of risk management activities may provide input to the development of 
appropriate methods for measuring and monitoring manufacturing processes.  It is important 
for all personnel involved to understand the significance as well as the implementation of any 
risk control measures on the manufacturing processes to ensure the effectiveness of the risk 
control measures.

Risk assessment of manufacturing processes, using tools such as Hazard Analysis and 
Critical Control Points (HACCP), Hazard and Operability Study (HAZOP), Fault Tree 
Analysis (FTA), Failure Modes Effect Analysis (FMEA), Process Analytical Technology 
(PAT), etc., can help establish or improve process controls by identifying:

· What can go wrong at each step of the process;
· The impact of failure on the medical device; 
· The likelihood of the failures; and,
· Controls to detect and prevent the failure or causes.

Production information such as the rate of nonconformities, the rate of rework, scrap, yield, 
and other sources of quality data should be evaluated and or compared against the current risk 
management output to confirm adequacy and completeness of risk controls.

10.1. Manufacturing, Measuring and Monitoring Equipment

Establishment of the suitability of equipment and the frequency of cleaning, maintenance and 
calibration should be considered with reference to the risks associated with the process.  
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Work instructions should also be reviewed and updated to reflect any appropriate risk control 
measures.

10.2. Work Environment and Personnel 

Where the work environment or the impact of personnel on the medical device or process are 
determined to result in risk for the products or process, then risk control measures should be 
defined, documented and implemented.  The effectiveness of these risk control measures 
should be periodically assessed.

10.3. Process Validation

Process validation and the determination of the need for revalidation may be influenced by 
the results of risk management activities.  When performing process validation, risk 
management tools, such as FTA, FMEA, HAZOP, HACCP, PAT, or others, should be 
considered.  Results of process validation or revalidation may identify the need for additional 
risk control measures.  One example may be confirming or refining specific process 
parameters and controls when the source of an identified hazard is process variability.

When process changes are undertaken, current risk control measures should be reviewed for 
suitability.  This review should also ensure that no new hazards were introduced.

11. Servicing

“Servicing” as used in this clause means repair and maintenance activities for medical 
devices. 

When servicing is a specified requirement, information from risk management activities 
should be considered.   Periodic servicing and maintenance as a means to ensure safe 
functioning of a device can be a method of risk control. 

If a certain risk control measure is necessary for a production process, it may also be 
necessary to apply the same (or similar) risk control measure to the servicing process.

When there is a hazard to service personnel, clear instructions need to be included in 
servicing manuals or documentation and appropriate training provided. 

12.   Analysis of Data

Production and post-production information on the manufacturer’s own devices needs to be 
continually monitored and analyzed in performing new risk assessments and revising current 
risk assessments in order to maintain an effective risk management process. 

Additional sources of information to be considered include:

· Information on competitor’s devices;
· Information on similar medical devices on the market;
· Published information (recalls, Medical Device Reports, vigilance reports, etc.); 



GHTF Study Group 3 SG3/N15R8 Page 16 of 23

Risk Management Guidance 

· Scientific literature.

The analysis of data should demonstrate that the decisions and risk control measures 
determined within the risk management process are appropriate.  

13. Corrective and Preventive Actions (CAPA):

Figure 1 illustrates how risk management can be integrated into the CAPA process.

Key Quality Data Points
Service 
Reports

Product
Complaints

Complaints entered
into Complaint Handling System

CAPA Process
(i.e. Investigate

Cause, document 
rationale for no 

investigation, etc.)

Manufacturing
Non-conformities/

Defects

Engineering
Non-conformities/

Defects

Quality System
Non-conformities/Defects

Possible CAPA Actions
• Product Change
• Process Change
• Supplier Change Notice
• Field Upgrade to installed base
• Input for New Products
•Input to RM process start

Supplier
Audits

Internal and external
Audits

Purchased
Part Non-conformities

Production
Non- conformitiesComplaint?

Yes

No

Known 
Problem?

Yes

No

Data 
analysis/trending

Action required?

No

Continue Monitoring

Yes

Risk Management
Process

Other Management
Data Points (1)

(1) Such as Finished Goods Returned, Credit restock
(2) The relationship will depend upon the output of the investigation. This process can be iterative

(2)

Action required?

Data 
analysis/trending

Yes

No

Figure 1

The results of CAPA reviews should reveal any previously unrecognized risks and the 
effectiveness of risk control measures.  This information should also be utilized to 
determine the effectiveness of the risk management activities and determine required 
actions to be taken to correct the identified issues and prevent recurrence. 
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For example, a service report indicating a safety related issue with a device is reported to a 
manufacturer and is determined to be a complaint. The complaint is reviewed and an 
investigation is initiated.  During the investigation, it was determined that a manufacturing 
process change had occurred.  Potential causes: 

· Unanticipated effect on the device;
· Inadequate assessment of the process change;
· Inadequate revalidation; 
· Lack of revalidation;
· Inadequate risk control measures;
· Risk control measures not evaluated with the change;

For any combination of the above, it is expected that the risk management system use this 
post market information to initiate another design risk assessment.  The extent of the 
revised risk assessment will depend upon the complaint investigation results.  The results 
of any revised risk assessment should be documented.  Any new or revised risk control 
measures will be part of the overall CAPA activities. 
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Annex A: An Example of a Risk Chart for Communicating Internal Risk Management 
Activities

An effective and efficient risk management process requires a manufacturer to interpret risk 
consistently when conducting risk management activities.  Certain standards provide simple 
and useful risk descriptions.  

For example, the risk could be presented in a simple two-dimensional chart.  Identified 
severity and occurrence categories are defined and justified.  A manufacturer may define a 
three-region risk chart as follows:

O-6
O-5
O-4 HIGH

O-3 MEDIUM

O-2 LOW

O-1
O-0

S-1 S-2 S-3 S-4 S-5
Severity of Harm

Legend 

Severity of Harm Probability of Occurrence of 
Harm

S-5 Catastrophic O-6 Always
S-4 Critical O-5 Frequent
S-3 Serious O-4 Probable
S-2 Minor O-3 Occasional
S-1 Negligible O-2 Remote

O-1 Improbable
O-0 None Observed

Such a risk chart could be used as a communication tool among appropriate personnel.  
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Annex B: Flow Chart – Risk Management Activities in Design and Development

Design Transfer

Design and Development
Validation

Design and Development
Verification

Design and Development
Output

Design and
Development
Planning

Design and Development
Input

Design ReviewsRisk management planning for a
device based on the quality system
policy and objectives, to include the
risk acceptability criteria defined by
management

Ÿ Intended use
Ÿ Functional, performance,

and safety requirements
Ÿ Applicable statutory and

regulatory safety
requirements

Ÿ Safety Information from
previous, similar designs

Ÿ Other requirements
essential for safety

Ÿ Identify list of hazards; harms
Ÿ Risk estimation
Ÿ Risk evaluation
Ÿ Requirements for risk control

measures

Design,
hazard and risk

assessment
review - Is the

hazard
identification  and
risk assessment

acceptable?

Design of risk controls, including
device and process risk control
measures, if necessary

Determination of individual
residual risk after the
application of risk control

Do the
individual
residual

risks meet
the

acceptability
criteria?

Have any new
safety design
requirements

been
identified

during design
verificatio n

Individual
residual risk
review  - Are
residual risks
acceptable?

Have any new
safety design
requirements

been
identified

during design
validation?

Do the
benefits of

providing the
device

outweigh the
risks of using
the device?

Does the
overall

residual risk
meet the
overall

acceptability
criterion?

Project cancellation
or device redesign

Design transfer
(including device and
process risk control
specifications and

requirements)

No No

No

No

No NoYes

Yes

Yes

Yes Yes

Yes

No

Yes

Are risk
controls

measures
feasible?

No

Yes

Note:  While it is not possible to depict the iterative nature of processes within this flowchart, 
manufacturers should anticipate subsequent processes feeding back into prior process steps.
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Annex C: Example of a Risk Management Summary Table

The following is just one example of how risk management activities can be documented.  
However, manufacturers may choose many different techniques by which to document or 
summarize risk management activities in a traceable manner.  The summary table in Figure 3 
provides a reasonable basis for quickly identifying the supporting documentation of the risk 
management activities.

Figure 3 shows an excerpt of a risk management summary table for a hypothetical infusion 
pump.  Following is a description of the structure of the table.  

HazID

(A)

Contributing 
Factors

(A)

Risk level 
before 

applying 
risk control

(B)

Risk level 
after 

applying 
risk control

(B)

Risk Control
Measure(s)

(C)

RqtID

(D)

TestID

(D)

Status

(E)

3.0  Dosage Hazards
3.1  Overdose 

a) Alphanumeric display shows 
delivery rate and units

HRD 4.5.2 STP 3.5 Pass3.1.1 User setup 
error

I-B I-D

b) (Barcode Option) Delivery 
rate encoded in prescription 
barcode; user prompted to scan 
patient bracelet and confirm
settings

HRD 8.3
SRD 12.6

STP 22.1 
thru 22.5

Pass

3.1.2 Tampering 
with settings 

I-B I-D Keyboard lock prevents 
unauthorized setting change

SRD 7.2 STP 17 Awaiting 
test

a) Blocking capacitor limits 
pump on time to a maximum of 
one second

HRD 9.2 STP 32.0 Pass3.1.3 Pump over-run 
due to 
microprocesso
r lockup

I-B II-D

b) Watchdog timer interrupts 
power to pump

HRD 10.5 STP 26.2 Pass

3.2  Under-dose
           .
           .
           .

Figure 3: Risk Management Summary Table Excerpt

A.  Hazard Identification (HazID)

In this example (which is a different method from that illustrated in Annex A), risks are 
identified using a three-level hierarchy.  The top level of the hierarchy reflects the major 
classes of hazards.  For example, in an infusion pump, some of the major classes of hazards 
might include:

1.0 Energy hazards
2.0 Mechanical hazards
3.0 Dosage hazards

The second level of hazard classification identifies particular hazards.  For example, in an 
infusion pump, two hazards related to dosage are:

3.1 Overdose
3.2 Under-dose
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The third level of hazard classification is a particular cause or contributing factor.  Typically, 
a given hazard may have multiple causes or contributing factors, combinations of which lead 
to similar outcomes, as shown in the example.  

B.  Risk Evaluation

These two columns show the results of risk evaluation before and after risk control.  In this 
example, the risk level is characterized by a coding scheme using Roman numerals and letters 
to denote estimates for severity and likelihood, respectively.  The color or shading of the cell 
represents the manufacturer’s grading of risk acceptability (e.g., intolerable, undesirable, 
tolerable, negligible).  The details of the scheme used by this manufacturer are not important 
for this example.  Other manufacturers may employ different approaches to risk evaluation, 
but the results in any case would be summarized in these two columns.

C.  Risk Control Measures

This column describes the risk control measures that form the basis for the risk reduction 
shown.  The actual risk scenarios and risk control measures might be far more complex than 
is possible to describe in a short summary paragraph.  In that case, the entry in this column 
might refer to another document that describes the risk control measures in more detail.

D.  Traceability Data (RqtID and TestID)

These two columns provide traceability between risk control measures, device design 
requirements, and verification/validation activities.  The column labeled “Requirement 
Identification” (RqtID) points to relevant clauses in the medical device design documentation 
that define requirements relating to a given risk control measure.  The column labeled “Test 
Identification” (TestID) points to clauses in test procedures or other verification and 
validation documents that confirm that the control measure was adequately implemented.

In the example, “HRD” refers to the device’s Hardware Requirements Document, and “SRD” 
refers to the Software Requirements Document.  “STP” refers to the System Test Procedure 
for this particular device.

E.  Status Information

The last column is used during medical device development to track progress in completing 
risk management activities.  This example uses cell color or shading to highlight incomplete 
activities.

Example of Use of the Table

As an example of how to use the risk management summary table, consider the entry for 
HazID 3.1.2.  This entry describes the use of a keyboard lock to prevent unauthorized 
changes to device settings.  The keyboard lock mechanism, as a risk control measure, was 
judged to reduce risk from a level of I-B to I-D, reflecting reduced likelihood of the 
hazardous event.  The requirement for a keyboard lock was captured in the Software 
Requirements Document, paragraph 7.2, and the functionality of the keyboard lock was 
tested in Section 17 of the System Test Procedure.  The last column indicates that the results 
of this testing are not yet available.



GHTF Study Group 3 SG3/N15R8 Page 22 of 23

Risk Management Guidance 

 Literature 

ISO 9000:2000 Quality management systems – Fundamentals and vocabulary

ISO 13485:2003 Medical devices – Quality management systems – System 
requirements for regulatory purposes

ISO 14971:2000 Medical devices – Application of risk management to medical devices

IEC 62366 Ed. 1  Medical Devices – General requirements for safety and essential 
performance-Usability

IEC 60601-1-6:2004 Medical Electrical Equipment – Part 6: General Requirements for 
safety - Usability

General Principles of Software Validation; Final Guidance for Industry and for FDA Staff
(FDA/CDRH, issued January 11, 2002) 

http://www.fda.gov/cdrh/comp/guidance/938.html

Off-The-Shelf Software Use in Medical Devices; Guidance for Industry, FDA Reviewers 
and Compliance on (FDA/CDRH, issued on September 9, 1999)

http://www.fda.gov/cdrh/ode/guidance/585.html

Do It By Design - An Introduction to Human Factors in Medical Devices; (FDA/CDRH, 
issued December 1996)

http://www.fda.gov/cdrh/humfac/doit.html

Also Consider These Draft Documents and Resulting Final Documents:

IEC/1CD 62304 Medical device software - Software life-cycle processes
(Developed by IEC/SC 62A and ISO/TC 210 JWG 3, date of 
circulation 2003-01-17, closing dates for comments 2003-04-21)

ISO/DTS2 19218 Medical Devices - Coding structure for event type and cause



GHTF Study Group 3 SG3/N15R8 Page 23 of 23

Risk Management Guidance 

This Page Intentionally Left Blank


