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Division of Laboratory Systems

May Session Recap:
“Support – Resources, Competence, and Awareness”

104
participants 
attended the 
session

59
organizations 
were 
represented

“[Staff is made aware of biorisk 
management topics through] in-house 
trainings, safety updates sent out to 
the labs, [and] inspections conducted 
quarterly.”

-Session Participant Note: States shaded in green had at least one organization located in that state in attendance at this session. 
Attendees from at least one organization located in Belize were also present at the session but are not 
represented on the map. Six national organizations also attended this session.

Organization Affiliation by State
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Agenda

• Speaker Introduction

• Didactic and Case Presentation 

• Discussion

• Summary of Discussion

• Closing Comments and Reminders
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Slide decks may contain presentation material from panelists who 
are not affiliated with CDC. Presentation content from external 
panelists may not necessarily reflect CDC’s official position on the 
topic(s) covered.
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Communication
• Top management commitment

• Communicate biosafety and biosecurity 
policy

• Want to see this policy as a written 
document in the Biosafety Manual

• Commit to continuous improvement, 
compliance with local/state/national 
regulations, maintaining a safe 
workplace for employees, reducing risks 
to environment/families/community, etc.
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Biorisk Management Roles
•
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https://absa.org/wp-content/uploads/2018/05/OSHABSOcompetencyFactSheet.pdf

“roles, responsibilities, and authorities related 
to biorisk management are defined, 
documented, and communicated to those who 
manage, perform, and verify work associated 
with biological materials” 

• Top to bottom understanding of roles and 
responsibilities when working with biologicals

• Workers, managers, supervisors, quality, etc.
• SOPs to cover use of disinfectants, autoclave, waste 

disposal, BSC, use of PPE, etc. (with written training 
documentation)

• Door signage includes agent info, PPE, vaccinations, 
respiratory protection, etc. (BMBL)

ISO 35001:2019



Biorisk Management Roles (continued)
• Recommend laboratory employees included in Management 

Safety Committee discussions and as members of the IBC 
(Institutional Biosafety Committee)

• Training includes info on agents handled in the lab, modes of 
transmission, PPE, vaccine, pregnancy and immune suppression 
risks

• “Laboratory directors or principal investigators should consider 
the use of competency assessment(s) to train and retrain new 
staff to the point where aseptic techniques and safety precautions 
become second nature.” (BMBL pg.18)

• The laboratory supervisor is responsible for ensuring that laboratory 
personnel demonstrate proficiency in standard microbiological practices and 
techniques for working with agents requiring BSL-2 containment. (BMBL pg. 
40)
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Poll Question #1
Multiple Choice

How does your institution ensure that a worker 
can “demonstrate proficiency” for microbiological 
practices for BSL-2 work?
• Hands-on 3/4 step process with trainer
• Manager/supervisor observation
• Co-worker mentors and approves employee
• Written test
• Quiz after training
• Other?
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Communicate Goals of the BRM Program Do you have a 
written Biosafety 
Policy?
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ISO 35001:2019 

• Biorisk management objectives are 
communicated

• Potential topics: 
• reduce waste and protect environment, 
• mitigate risks to lowest level, 
• comply with local, state, federal regulations, 
• 100% training compliance, 
• reduce incidents, increase reporting
• define whistleblower policy, 
• emergency response expectations,
• risk assessment process improvements, 



Communicate Goals of the BRM Program
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• Regular performance evaluation of the 
biorisk program

• Lab evaluations, training reviews, SOP review, 
incident trends are all involved

• “shall be communicated to those members of the 
organization whose work may be affected by the 
biorisks, and reviewed by all relevant … 
leadership”

• Room for improvement shared with laboratorians, 
upper management, waste handlers, emergency 
personnel, facility engineering, Occupational Health, 
security personnel, relevant contractors and 
suppliers, etc.

• Employee performance evaluation can include 
biorisk management factors (wearing PPE, reporting 
incidents, washing hands, disinfection practices, etc.)



Communication Basics 
All determined/documented in advance

• Internal and external communications 
determined

• WHAT will be covered (policy, expectations, basic 
laboratory operations, spills, exposures, illnesses, 
etc.)

• WHEN the information will be communicated 
(employees, NIH, state/local authorities, after 
diagnosis of disease, etc.)

• NIH immediate notification of incident, investigation 
report within 30 days

• WHO will do the official notification
• IBC Chair, BSO, EHS lead, PI, Compliance Chair
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Poll Question #2 
Multiple Choice

• How does your institution ensure that the root causes of biosafety 
incidents are communicated (without identifying those involved) 
with all lab staff?

• Annual training
• Annual Bloodborne Pathogen training
• Newsletter, poster
• Computer notice, blog
• Other?
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Communication Basics (continued)
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This Photo by Unknown Author is licensed under CC BY-SA

• WHO will be included in the notification
• Internally (laboratorians, safety, quality, legal, 

public relations)
• Externally (government agencies, local public 

health, local police and fire, community liaisons)
• Others (news outlets, watchdog groups, etc.)

• HOW to communicate (identify 
communication channels)

• verbal (training, team meeting, safety 
committees, conference/Zoom call, Town Hall)

• Non-verbal (signage, document circulation, 
newsletter, formal letter for outside organization)

https://www.aboutespanol.com/5-grandes-tipos-de-redaccion-2879770
https://creativecommons.org/licenses/by-sa/3.0/


Poll #3 
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• Do you have a written procedure for any 
mandatory reporting of incidents or spills?

• Yes
• No

• Does it include a clear explanation of timing, 
who is responsible for investigating, who will 
make the actual phone call or sign the formal 
submission, who will follow up?

• Yes
• No

Note: You do NOT want 2 individuals calling NIH or another agency about the same incident!



The organization shall ensure:
• Effective communication is established within the facility 

with consideration of the organization’s information security 
program

• FOI parameters are determined in advance
• Consideration of exposed worker confidentiality for incidents

• Ensure 2-way communication; workers have access to most 
current info on biorisks

• Effective training and proactive ability to express concerns about 
workplace

• Safety committee meetings, anonymous tip box
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https://uwm.edu/safety-health/wp-
content/uploads/sites/405/2018/09/Biosafety
-Fall-2018-Newsletter.pdf



The organization shall ensure:
• Communication process in place for relevant workers on 

roles, responsibilities, needs
• Emphasizing the significance of the BRM program
• Annual training even if no changes in the workplace

• Didactic training increases likelihood of questions and interactions
• Use regular lab inspections to increase awareness

• Internal/external communication plans/training are in 
place for emergency response

• Fire, police, local public health departments, other emergency 
responders

• A record of all communications and meetings is kept
• Written minutes for all safety meetings, including upper-level 

management safety discussions
• Written training and documentation of reading SOPs, work 

instructions, etc.
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UC, Riverside
https://insideucr.ucr.edu/stories/2021/08/30/cam
pus-holds-major-biosafety-drill



Documentation

“The Biorisk management system shall include:
• Documented information required by this document including but 

not limited to policies, plans, procedures, protocols and records; 
and 

• Any other documented information determined by
the organization as being necessary for the
effectiveness of the Biorisk management system.”

From ISO 35001:2019 
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Documentation

“The extent of documented information for a 
Biorisk management system can differ from one 
organization to another due to:
 the size of organization and its type of 

activities, processes, products and services;
 legal or other requirements;
 the complexity of processes and their 

interaction; and
 competence of persons.” 
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This Photo by Unknown Author is licensed under 
CC BY-NC

https://www.pngall.com/meeting-png/download/24598
https://creativecommons.org/licenses/by-nc/3.0/


Creating and Updating 

• “Identification and description (e.g., a title, date, author, or 
reference number);

• Format (e.g., language, software version, graphics) and media (e.g. 
paper, electronic);

• Review and approval for suitability accuracy and adequacy;
• Review and approval for suitability for

public release; and
• Security and protection of sensitive

information.”
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Poll Question #4
Short Answer

• What department has been identified as the keeper of your 
documents and who has the authority to update and make 
changes to your documents?

• Biosafety manual?

• Accident investigation and root cause analyses documents?
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Control of Documented Information

“Documented information required by the Biorisk management 
system and by this document shall be controlled to ensure:
 it is available and suitable for use, where and when it is needed;
 It is adequately protected (e.g., from loss of confidentiality, 

improper use or loss of integrity);
 it reflects the most current policies, plans, procedures, protocols, 

records, and other information associated with the Biorisk 
management system.”
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Control of Documented Information

“The organization shall address the following 
activities as applicable:
• distribution, access retrieval, and use based 

on risk;
• storage and preservation, including 

preservation of legibility;
• control of changes (e.g., version control) 

and status (e.g., draft, interim final);
• retention and disposition.”



Poll #5
Multiple and Single Choice

• How does your organization track training on SOP/policy, etc. revisions?
• Computer
• Paper copy (dated) of training on changes
• Other?

• Do you require training (documented reading/understanding/application) of a revision to a 
controlled document for:
• Change only
• Entire document
• Neither
• Other?

• Are your SOPs and Biosafety Manual controlled the same way as policies?
• Yes
• No 
• Not sure
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Access

“Access can imply a decision regarding the permission to view the  
documented information only or the permission and authority to view 
and change the documented information.”
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Just out!
May 2024

https://www.iso.org/standard/81240.html
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Thank you!
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Post-session Surveys
June Survey
• 2 min to complete; helps improve ECHO and Community of 

Practice
• Participation is voluntary, responses are anonymous, and 

feedback is summarized in aggregate
• Today’s session is eligible for 0.125 ABSA Credentialing 

Maintenance points
o Screenshot the submission page as your certificate of 

attendance for the session
Six-Month Survey
• Will be sent in mid to late July
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Scan here to take the 
June survey
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DLS ECHO Biosafety Session: August 27, 2024
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Operations: Planning and Maintaining

Esmeralda Meyer, MD, JM, RBP (ABSA), CBSP (ABSA), BRM (IFBA), CPIA (PRIMR)
Director, Institutional Animal Care and Use Committee
Office of Research Compliance and Regulatory Affairs, Emory University
Atlanta, GA
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