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• System approach – The Principles of Risk 
Analysis

• Swedish Food Agency - organisation

• Risk assessment – where science rule

• Risk management – where the decisions are
taken

Content

Principles of Risk Analysis

• “The key principles for transparent 
use of risk assessment in decision 
making are clear, and are set out in 
the Codex Working Principles for 
Risk Analysis for Food Safety for 
Application Governments (2007),
which are widely supported.”

Internationally recognised framework for Codex
Alimentarius, EU ((EG) nr 178/2002) and the Swedish 
Food Agency
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The Risk Analysis framework

 An approach to analyze and manage activities that may 
have negative consequences 

Risk analysis in food safety:
 A tool, which in a systematic, formalized and transparent

way, enables responsible authorities and international  
organizations to understand and if necessary evaluate   
options to reduce a health risk

Risk Analysis framework

Risk/benefit Communication

Policy 

based

Science 

based
Risk/benefit Assessment

1.Hz identification

2. Hz characterisation

3. Exposure assessment

4. Risk characterisation

Risk/benefit Management

1. Preliminary activities

2. Option evaluation

3. Option implementation

4. Monitoring and review

Dialouge!
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The Principles – Risk analysis

The following principles in the Codex Working Principles for Risk Analysis for Food Safety for 
Application Governments (2007) are particularly relevant:

• All the three steps in Risk analysis should be applied consistently; open, transparent and 
documented 

• There should be a functional separation of risk assessment and risk management to the 
degree practicable, in order to ensure the scientific integrity of the risk assessment, ….. and 
to reduce any conflict of interest.

• [...] it is recognised that risk analysis is an iterative process, and interaction between risk 
managers and risk assessors is essential for practical application (para. 11)

The Principles –Risk/benefit assessment
• Experts involved in risk assessment including government officials and experts from 

outside government should be objective in their scientific work and not be subject to 
any conflict of interest that may compromise the integrity of the assessment. 

• Risk assessment should incorporate the four steps of risk assessment, i.e. hazard 
identification, hazard characterization, exposure assessment and risk 
characterization.

• Risk assessment should be based on scientific data most relevant to the national 
context. 

• Constraints, uncertainties and assumptions having an impact on the risk assessment 
should be explicitly considered at each step in the risk assessment and documented
in a transparent manner. 

• Risk assessments should include consideration of susceptible and high-risk 
population groups……………
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The Principles – Risk/benefit management

• the [risk management] decisions should be based on risk assessment, and should be 
proportionate to the assessed risk, taking into account, where appropriate, other legitimate 
factors relevant for the health protection of consumers and for the promotion of fair 
practices in food trade

• “also” the risk management process should be transparent, consistent and fully 
documented.  Decisions on risk management should be documented so as to facilitate a 
wider understanding of the risk management process by all interested parties

Swedish national authorities from farm to fork 

Animals, plants
Food, including
drinking water

Swedish Food
Agency

Humans

Swedish 
Veterinary
Institute

The Public Health 
Agency of Sweden

Swedish Food 
Agency

Swedish Board of 
Agriculture

National Board of
Health and welfare

Risk Management

Risk Assessment

Risk Management Risk Management

Risk Assessment Risk Assessment
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► Communications

► Crisis Management and 

Civil Preparedness

► Evaluation

► Finance and Accounting

► Human Resources

► IT and Service

► Legal Affairs

► Control Management

► Corporate and 
Agency support

► EU Coordination and 
Export

► Safe Foods

► Central Sweden

► Control Support

► Food Industry and 
Border control

► Northern Sweden

► Southern Sweden

► Biology

► Chemistry

► Risk and Benefit 
Assessment

► Sustainable Diets

Strategic Development 
and Support Division

Governance and 
Guidance Division

Control DivisionScience Division

Advisory CouncilOffice Of The DG

Director General

The Swedish Food Agency is an autonomous government agency 
reporting to the Ministry of Enterprise and Innovation

► Communications

► Crisis Management and 

Civil Preparedness

► Evaluation

► Finance and Accounting

► Human Resources

► IT and Service

► Legal Affairs

► Control Management

► Corporate and 
Agency support

► EU Coordination and 
Export

► Safe Foods

► Central Sweden

► Control Support

► Food Industry and 
Border control

► Northern Sweden

► Southern Sweden

► Biology

► Chemistry

► Risk and Benefit 
Assessment

► Sustainable Diets

Strategic Development 
and Support Division

Governance and 
Guidance Division

Control DivisionScience Division

Advisory CouncilOffice Of The DG

Director General

Risk/benefit management
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Risk/benefit communication



7

Three overall objectives of the Swedish Food Agency

The SFA assesses, manages and communicates food 
values and risk in order to enable 

safe food and drinking water  

healthy eating habits

 fair practices in the food sector

During everyday normal 
circumstances as well as in crisis

Swedish Food Agency –
Working principles for the 
Risk Analysis
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• Risk managers identify a food safety problem

• ”Framing meeting” with risk assessors, where the question is 
discussed (e.g. scientific reports availible, expusure assessment 
for consumers in Sweden, risk groups, new data neccecary, etc.)

• Risk managers write a question to the Risk-benefit department, 
adressing the question and type of documentation, intended
purpose for risk management, etc.

Swedish Food Agency – Risk/benefit assessment 

SFA risk/benefit 
manager question
to risk assessors

Annex B1 National Food Agency, Sweden 
Question to Risk- and Benefit Department 

 

Question to Risk - and Benefit Department  

Send to NN, Assisting Head of R/B-Department (NN@slv.se) 

 

Name of risk manager:     
 Department/Unit:  

Registration number (the responsibility of the risk manager):  

Overall objective: 

Specific issues to address (E.g. risk groups, unit of risk/benefit): 

The response will be used for/target audience (for what and to whom is the report intended, e.g. EFSA, 
Department of Control):  

The responses will be presented as (type of oral/written delivery):  

Time frame 

Starting Date:  

Final Date (when is the response needed):  

Resources (e.g. account number for showing time and debiting): 

 

Filled in by Risk- and Benefit Department: 

Internal id (E.g RN001/2011):  

Person responsible:  Date when task given: 

Level of Quality Assurance: Traceability, transparency, review (Colleague, Co-authors, Internal reference 
group, External expert(s), Peer review): 

Delivery of response  

Date response delivered:  

Response delivered in writing as a:  

Feedback from risk manager:  

Finalised/approved/publicised: 

Signature of person in charge:……………………………………………………………… 
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• Risk assessment is performed indepentently and science based

• If necessary, dialouge between assessors and managers

• Risk assessment is handed over to risk managers (published in SFA report
series, publically available)

Swedish Food Agency – Risk/benefit assessment 

• “The proper and transparent use of risk assessment in decision making 
is essential to maintaining and building trust and credibility of food 
regulation and the wider food system.” 

• “This trust and credibility is undermined when risk managers and 
decision-makers selectively interpret or misrepresent the scientific 
aspects of risk assessments, particularly with regard to uncertainty, to 
justify decisions which are really based on political, social, economic or 
other factors”.

Next step - a challenge in the Risk 
Analysis process 

Heads of National Food Agencies Working Group on Transparent Use of 
Risk Assessment in Decision Making
Final report to the Heads of Agencies, April 2012
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Swedish Food Agency – Risk/benefit management 
were the decisions are taken

A corresponding report for the risk management process

Risk/benefit assessment included

Other Legitimate Factors included

Risk/benefit managers document what has been considered

Finally a conclusion which clearly motivate the decision taken 
to e.g. reduce the risk or increase the benefit – or no action!

Documentation of the 
Risk/benefit management Risk management report
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Transparent documentation of the Risk Analysis process 

http://www.livsmedelsverket.se/en/food-and-content/oonskade-amnen/metaller/arsenik-i-ris/

Chemical analysis report

Risk management report

Risk assessment report

Take home messages

 Risk analysis (RA) enables a consistent and objective 
approach to management of risks and crises

 RA emphasizes operational separation (in 
responsibility and roles) of risk assessment and risk 
management

 Management decisions are science and risk based but 
also considers other legitimate factors, including 
environment and climate

 Transparency and documentation – key words for 
the whole process

http://www.livsmedelsverket.se/en/food-and-content/oonskade-amnen/metaller/arsenik-i-ris/
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Thank You for

your attention!


