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FOREWORD
This standard, prepared by Bureau Veritas, focuses on the need for companies and organizations to 
develop and implement engineering, administrative, and work/business practice controls including 
but not limited to the use of personal protective equipment (PPE) to minimize contamination or 
infection risk at places of work and business. 

Organizations which have not prepared for outbreaks of infectious diseases, such as the Covid-19 
pandemic, should prepare themselves and their workers as far in advance as possible for 
potentially worsening outbreak conditions. Lack of continuity planning could result in a cascade of 
failures as employers attempt to address the challenges of any outbreak of infectious disease with 
insufficient resources and workers who might not be adequately trained for jobs they may have to 
perform during such an outbreak. 

Organizations can use certification to this standard to demonstrate to their stakeholders, including 
the public and the relevant authorities, their compliance with these new obligations and that they 
have allocated the internal resources and trained personnel with the skills necessary to ensure a 
safe working environment and continue delivering their services.
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This document specifies the technical and organizational requirements for the companies and 
organizations to prevent contamination at of workplaces (anywhere the infection of human beings 
is possible) and outbreaks of infectious diseases (I.e.: a pandemic or epidemic). These preventative 
actions shall be put in place by proactively improving the hygiene, health and safety performance 
of the organization.
This document enables the organization to maintain the intended hygiene, health and safety 
outcomes of its management system in the event of a biosafety incident like the outbreak of an 
infectious disease.

This document is applicable to any organization regardless of its size, type and activities. 
This document does not set any specific criteria nor is it prescriptive about the design of such a 
biosafety management system for the prevention of infectious diseases.

In this standard, the following verbal forms are used:
• “shall” indicates a requirement;
• “should” indicates a recommendation;
• “may” indicates a permission;
• “can” indicates a possibility or a capability.

Information marked as “NOTE” is intended to assist the understanding or use of the document.

1. SCOPE

2. REFERENCES
The following documents, in whole or in part, have been used as key inputs to develop this 
certification scheme. For dated references, only the edition cited applies. For undated references, 
the latest edition of the referenced document (including any amendments) applies.

• Guidance on Preparing Workplaces for COVID-19 (U.S. Department of Labor Occupational 

 Safety and Health Administration OSHA 3990-03 2020)

• Getting your workplace ready for COVID-19 (World Health Organization)

• Occupational health and safety management systems – Requirements with guidance for use 

 ISO 45001:2018
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3. TERMS AND DEFINITIONS
For the purposes of this document, the terms and definitions related to management systems are 
the same as in ISO 9001:2015, ISO 14001:2015 or ISO 45001:2018.

Biosafety Management System
A structured set of organizational and technical measures and procedures to manage the infectious 
disease hazard in organizations.

Hazard 
In the context of this biosafety management system, specifically refers to the hazard of microbes 
containing pathogens of an infectious disease contaminating an object or infecting a person.

4. ORGANIZATION AND
STRUCTURE

4.1 Leadership and commitment
Top management shall demonstrate that it is fully committed to comply with the requirements of 
this standard and to establish processes which ensure the effective implementation of sanitary 
measures for infectious diseases as issued by recognised international or national competent 
organizations or authorities.

Top management shall implement organizational and technical measures to ensure and 
demonstrate that the sanitary measures taken comply with the applicable requirements from 
recognised international or national competent organizations or authorities.

In particular these measures must: 
a) be linked to the nature, scope, context and purposes of the activities or services delivered by

the organization;
b) be adapted to the risks of likelihood and severity of contamination of its workspaces and for

the infection of its workers, visitors and clients;
c) be applied to all activities throughout the end to end process of product or service delivery

where contamination and/or infection may be possible.
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4.2 Policy 
4.2.1 Establishing the policy
Top management shall establish, document, implement and maintain a policy for monitoring 
employees’ health and minimizing the risks of contamination and the infection of public, clients 
and visitors at all stages of the organization’s operations.

This policy shall include a commitment
a) To fulfil its compliance obligations  (see 5.2);
b) To implement sanitary protocols at the workplaces and in other organization-owned locations

(e.g. a canteen, dormitory, warehouse, shop, or washroom) that align with the biosafety risk
management recommendations issued by relevant government, national and international
competent authorities or organizations.

4.2.2 Communicating the policy
This policy shall be:
• available, communicated, understood and applied within the organization including

subcontractors and service suppliers as needed;
• available to relevant interested parties, including the public, clients and visitors.

4.3 Organizational roles, responsibilities and authorities
4.3.1 Organization and responsibilities
Top management shall define the responsibilities and authorities of its organization relating to 
biosafety in order to:
a) ensure that its management system has been designed or adapted to address the infectious disease

risks in compliance with the requirements of this document; and
b) report on the performance of the infectious disease oriented measures.

A biosafety risk manager or team shall be appointed to oversee communication about the revised 
requirements which may frequently change and to identify areas for improvement. 

Responsibilities for each step in prevention, detection and handling of an infectious disease shall 
be clearly defined and documented.

5.1 Biosafety risk assessment
The organization shall carry out a biosafety risk assessment for the hazard(s) of infectious diseases 
in its activities and services considering the nature, scope, context and purposes of its activities and 
services with the aim to minimize the risk of infection of workers, visitors and clients. 

5. PLANNING
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The action plan, as output of this risk assessment, shall address:
a) Compliance obligations (see 5.2);
b) Absenteeism and staggered work shift patterns to ensure social distancing; 
c) Change in patterns of commerce or business caused by an outbreak;
d) Information of public and visitors
e) Interrupted supplies /deliveries;
f) Cross-training of workers to handle a range of different jobs in order to continue operations or 
 deliver surge services;
g) Availability and regular supply of approved disinfectants and other personal protective equipment;
h) Actions to monitor and control the effectiveness of these measures.

When planning and implementing these actions, the organization shall:
• consider the state of the art in preventative measures and means to reduce exposure to infection; 
• set controls as required to reduce or minimize the exposure to infection; 
• evaluate the effectiveness of these actions by choosing technical measures adapted to the risks 
 identified.

5.2 Compliance obligations
The organization shall determine all obligations, including legal requirements, related to biosafety 
for infectious disease risk management from recognised international or national competent 
organizations or authorities.  These obligations may relate to any matters preventing infectious 
disease contamination, such as employee or public protection, work organization or personal 
protective equipment.

The organization shall take these compliance obligations into account when establishing, 
implementing, maintaining and continually improving its set of organizational and technical measures 
and maintain documented information about its compliance obligations.

6. SUPPORT  
The organization shall determine and provide resources needed for the implementation of 
organizational and technical measures needed to ensure compliance with its policy and protocols 
related to infectious disease risk.

6.1 Resources
The organization shall identify and provide the necessary resources to implement organizational 
and technical measures which are designed to minimize the risk of contamination and/or infection 
from exposure*.

The organization shall implement appropriate processes for regularly testing and evaluating the 
effectiveness of these measures for ensuring the protection of all workers, visitors and clients 
from infectious disease.
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*NOTE: For example a work environment that promotes personal hygiene, the use of of facemasks and 
other relevant personal protective equipment (PPE), tissues, no-touch trash cans, hand soap, alcohol-
based hand rubs, disinfectants, and disposable towels for workers to clean their work surfaces.

6.2 Competence
The organization shall:
a) determine the necessary competence of person(s) performing work that affects the 
 organizational and technical measures to minimize exposure risks of infection and their 
 ability to fulfil the organization’s compliance obligations including communication;
b) ensure that these person(s) are competent on the basis of appropriate education, training or 
 experience;
c) determine training needs associated with the health & safety measures related to biosafety 
 risk as appropriate; 
d) maintain the competences of its personnel involved in these measures considering changes 
 in practices.

Records of all trainings shall be available. This shall include as a minimum:
a) the name of the trainee and confirmation of attendance;
b) the date and duration of the training;
c) the title or course contents, as appropriate;
d) the training provider.

The organization shall ensure that all relevant personnel are up to date with 
a) policies and procedures related to biosafety;
b) the implications of not conforming with the organization’s policies and protocols related to 
 biosafety.

6.3 Awareness
a) Policy and protocols related to biosafetyrisk;
b) their contribution to the effectiveness of the biosafetymanagement system;
c) incidents or breaches in biosafetyprotocols.

6.4 Communication
Information shall be shared in formats that are easy for all people to understand and inclusive of 
diverse groups. Information must be made available in a language they understand.
The organization shall retain documented information as evidence of its communication, as 
appropriate.

6.4.1 Internal communication
It is essential to communicate effectively with workers about all of an organization’s biosafety 
response measures and provide any necessary training on revised procedures and protocols. 
The organization shall review its existing communication structures to ensure there are proper 
channels in place for disseminating information to all workers. A hierarchy of communication 
channels shall be established within the organization.
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The organization shall ensure that any customer-specific policies or requirements specifying  
biosafety control measures related to manufacturing, storage, packaging and delivery are 
understood, implemented and clearly communicated to relevant workers and, where appropriate, 
suppliers and service providers.

6.4.2 External communication
The organization shall externally communicate information on its safety measures and associated 
protocols related to biosafety risks to all its clients, vistors, suppliers, subcontractors and service 
providers.

6.5 Documented information
The organization’s management system shall include documented information related to biosafety 
management processes.

The organization shall have a procedure to manage documented information, including appropriate:
• identification, description, review and approval;
• distribution, access, rectification, deletion and use;
• storage and preservation;
• control of changes;
• retention and disposal.

The organization shall maintain records to demonstrate the effective implementation of 
organizational and technical measures established to minimize exposure risk for infectious 
diseases.

Records shall be legible, maintained in good condition, retrievable and retained for a defined period 
with consideration given to relevant legal or customer requirements.

7.1 Operational planning and control
Further to its biosafety risk assessment the organization shall define preventative actions to 
minimize contamination of workplaces and infection of people. The organization shall use a 
framework called the “hierarchy of controls” to select ways of controlling workplace hazards.

During an outbreak of an infectious disease, when it may not be possible to eliminate the hazard, 
the most effective protection measures are: engineering controls, administrative controls, safe 
work practices, and the use of appropriate PPE. 

7. OPERATIONAL CONTROL   
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The advantages and disadvantages of each type of control measure should be carefully considered 
for the ease of implementation, effectiveness, and cost. In most cases, a combination of control 
measures will be necessary to protect workers, public, clients and vistors from exposure to 
hazards.

Engineering Controls

Engineering controls involve isolating employees and public/clients from hazards. In workplaces, 
where they are appropriate, these types of controls reduce exposure to hazards without relying on 
worker behavior and can be the most cost-effective solution to implement. Engineering controls 
for infectious diseases may include: 

• Installing high-efficiency air filters; 
• Increasing ventilation rates in the work environment; 
• Installing physical barriers, such as clear plastic sneeze guards;
• Installing a drive-through window for customer service; 
• Installing hand soap, alcohol-based hand rubs, disinfectants, and disposable towels for 
 workers, clients and vistors to wash their hands, clean their work surfaces, products at 
 appropriate locations;
• Specialized negative pressure ventilation in some settings;
• Digitalizing the services partly or fully.

Administrative Controls

Typically, administrative controls are changes in work processes or procedures to minimize 
exposure to a hazard. Administrative controls may include: 

• Requesting sick workers to stay at home;
• Minimizing contact among workers, clients, and customers by replacing face-to-face meetings with 
 virtual communications, implementing teleworking if feasible and reducing travel; 
• Establishing alternating days or extra shifts or adapting the organization of work and the 
 physical layout in order to reduce the total number of employees in a facility at a given 
 time, allowing them to maintain distance from one another while maintaining a full onsite 
 work presence;
• Adapting the organization of work and the physical layout in order to reduce the number of 
 clients and visitors in a facility at a given time, minimizing their interactions and allowing them 
 to keep sufficient distance from one another while maintaining a satisfactory service delivery;
• Discontinuing nonessential travel to locations with ongoing infectious disease outbreaks; 
• Developing emergency communications plans, including a forum for answering workers’ 
 concerns and internet-based communications, if feasible;
• Providing workers with up-to-date education and training on hazards, infectious disease risk 
 factors and protective behaviors;
• Training workers who need to use protective clothing and equipment about how to put it on, 
 use/wear it, and take it off correctly, including in the context of their current and potential 
 duties. 
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Safe Work Practices

Safe work practices are types of administrative controls that include procedures for safe and proper 
work, used to reduce the duration, frequency, or intensity of exposure to a hazard. 

Personal Protective Equipment (PPE) 

While engineering and administrative controls are considered more effective in minimizing exposure 
to infectious diseases, PPE may also be needed to prevent certain exposures. While correctly using 
PPE can help prevent some exposures, it should not take the place of other prevention strategies. 
All types of PPE must be: 
• Selected based upon the hazard to the people; 
• Properly fitted and periodically refitted, as applicable;
• Consistently and properly worn when required;
• Regularly inspected, maintained, and replaced, as necessary;
• Properly removed, cleaned, and stored or disposed of, as applicable, to avoid contamination or risk of 
 infection to oneself, others, or the environment.

The organization shall plan, implement, control and maintain the management processes needed to 
implement engineering and administrative measures needed to control the outbreak of infectious 
diseases.

The organization shall implement the actions determined by:
a) establishing criteria for the processes;
b) implementing control of the processes in accordance with the criteria;
The organization shall be able to demonstrate that processes are performed in compliance with 
applicable compliance obligations (see 5.2).

The infectious disease risk manager or the team shall ensure that the risk mitigation actions are 
effectively implemented.
Any event during the implementation of control measures which breaches the internal policy, 
procedures and instructions shall be recorded as a nonconformity and shall initiate a corrective 
action.

7.2 Control of subcontractors and service providers
The type and extent of control or influence to be applied shall be defined taking into account the 
nature, scope, context and purposes of the subcontractors and service providers which may result 
in an infection exposure or contamination risk to the personnel working in the organization or the 
visitors and clients visiting the organization.

In particular:
• the organization shall only use suppliers providing sufficient guarantees to implement 
 appropriate engineering and administrative measures in such a manner that their product or 
 service delivery will meet the compliance obligations (see 5.2);
• Services offered by an external provider shall be governed by a contract that specifies the 
 biosafety compliance obligations. 
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That contract shall stipulate, in particular, that the subcontractor or service provider:
(a) takes all the specified measures related to managing the outbreak;
(b) shall not engage another subcontractor or service provider without prior specific or general

written authorization of the organization;
(c) shall notify the organization without undue delay after becoming aware of any spread of

infection or contamination.

7.3 Control of products
The organization shall establish, implement and maintain a process to control the procurement 
of products in order to ensure their conformity with the applicable standards and regulations for 
biosafety and to store, use and dispose them in accordance with regulations and manufacturers’ 
recommendations or instructions.

7.4 Emergency preparedness and response
The organization shall establish, implement and maintain a process to control the procurement 
of products in order to ensure their conformity with the applicable standards and regulations for 
biosafety and to store, use and dispose them in accordance with regulations and manufacturers’ 
recommendations or instructions.

8.1 Monitoring of compliance
The organization shall determine:
a)  what needs to be controlled and/or monitored, and when;
b)  the methods of evaluation;
c)  the performance criteria and appropriate indicators.
In addition, the organization shall establish, implement and maintain the process(es) needed to 
evaluate fulfilment of its compliance obligations (see 5.2).

The organization shall retain documented information as evidence of the monitoring and 
compliance of its operations.

8.2 Internal audit
The organization shall conduct internal audits or inspections at least annually covering all 
requirements of this standard to provide information on:
• the compliance of the management system to the requirements of this standard and to internal

procedures and instructions;
• its effective implementation and maintenance.

8. PERFORMANCE EVALUATION
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The scope and frequency of the audits shall take into consideration the biosafety risks of processes 
and activities, breach of any safety protocols and previous audit performance.
Internal audits shall be carried out by appropriately trained, competent auditors. Impartiality of 
auditors shall be ensured.

Audit reports shall detail any significant deviation from requirements of this standard. In particular, 
audit reports shall identify issues related to engineering and administrative measures, which 
could affect the compliance obligations (see 5.2).

8.3 Non-conformity and corrective action
The organization shall determine opportunities for improvement and implement necessary actions 
to meet compliance obligations (see 5.2) and prevent recurrence.

When a nonconformity occurs, the organization shall:
a)  take action to address the immediate issue;
b)         evaluate actions through the identification of a root cause of a nonconformity to prevent recurrence
                         elsewhere;
c)  implement the action plan, verify that the corrections have been effectively implemented.

The organization shall retain documented information as evidence of the nature of the non-
conformities and the related corrective actions.

8.4  Complaints
The organization shall ensure that complaints from clients or public and other interested parties 
are effectively managed.

Upon receipt of the complaint, the organization shall:
a) acknowledge the complaint to the complainant;
b) gather and verify all necessary information to evaluate and validate the complaint and make

a decision on the complaint;
c) formally communicate the decision on the complaint to the complainant;
d) ensure that any appropriate corrective and preventative actions are taken.

8.5 Management review
The biosafety risk manager shall organize management reviews attended by top management at 
appropriate planned intervals, annually as a minimum, to review the performance of the organization 
related to its biosafety management system and  be could combined with management reviews 
related to other standard(s).
The management review shall include the following topics; as appropriate:
• status of previous management review action plans;
• results of internal and external audits or inspections;
• feedback from interested parties including complaints;
• incidents, breaches, nonconformities and associated corrective actions;
• the effectiveness of actions taken to address the monitoring and surveillance results;
• performance of suppliers and service providers;
• any change in compliance obligations.
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The outputs of the management review shall include:
• opportunities for improvement;
• an action plan including resource needs;
• improvement actions, if needed, when compliance obligations have not been achieved;
• any implication for the biosafety management policy and procedures  of the organization.

Conclusion of management reviews and associated action plans shall be effectively communicated 
to appropriate workers, and implemented. Records of the management reviews shall be 
documented.
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