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& ® participants

d attended the
session

June Session Recap:
“Support: Communication and Documented Information”

94 60

organizations
were
represented

How does your institution ensure the root
causes of biosafety incidents are
communicated with all laboratory staff?

>

vV V VYV V

Annual Training (57%)

Annual Bloodborne Pathogen Training (45%)
Computer Notice/Blog (25%)
Newsletter/Poster (16%)

Other (23%)

Organization Affiliation by State

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 Canada and El Salvador were also present at
the session. Eight national organizations also attended this session.
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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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Background — The WHY

Coordinating Center for Infectious Diseases

Need for Attention to

Safe Working Practices <9
* Brucella is most common agent in laboratory- ié

acquired infections (LAI)

« Shigella, Salmonella, and Staphylococcus aureus j
are also common*

« Survey of hospital labs indicated LAl more
frequent in >200 bed hospitals™

* Risk of LAl greatest for Brucella, Neisseria A
meningitidis, and E. coli 0157:H7 vs. community*

*Baron and Miller, Diag Microbiol Infect Dis, 2007

https://www.cdc.gov/cliac/docs/addenda/cliac0908/Addendum-E.pdf



Background — The WHY

my.ABSA.or
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Home Groups ~ Journal Riskgroups LAIDb Help ~

Laboratory-Acquired Infection

A searchable laboratory-acquired

(LAl) Database infection database.
Gillum, David, Partha Krishnan, and Karen Byers. Applied

Search Tipbs Biosafety 21.4 (2016):203-207.

https://my.absa.org/LAl



Poll #1

How do you do biorisk assessments?
(select all that apply)

a. Onthefly

b have a set of questions that | always ask

C. use a software to calculate risks and outcomes
d. use a spreadsheet (i.e BloRAM)
e

f

prepare a risk assessment matrix tailored to the risk at hand
Other (please share in the chat)



Have a Process

Section ll—Biological Risk Assessment

Blosafety In The ongoing practice of biological risk assessment is the foundation of safe
= = H laboratory operations. Risk assessment requires careful judgment and is an
M |Cr0b |0 Iog I Ca I important responsibility for directors and principal investigators (PI) of micro-
- - biclegical and bicmedical laboratories. Institutional leadership and oversight
a nd B IOmEd I Cal resources, such as Institutional Biosafety Committees (IBCs) or equivalent
- resources, animal care and use commitiees, biological safety professionals,
L borato rles occupafional health staff, and laboratery animal veterinarians also share in this
responsibility. When assessing risk, it is essential to broadly engage stakeholders,
including laboratory and facility staff and subject matter experts, in committee
" reviews of work and discussions of past studies of Laboratory-associated infec-
61h Edltlon tions (LAlg) and other published research. The biological risk assessment process
is used to identify the hazardous characteristics of an infectious or potentially
infectious agent or material, if known; the acfivities that can result in a person’s
exposure to an agent; the likelihood that such exposure will cause an LAL and
the probable consequences of such an infection. The information identified by
risk assessment will provide a guide for the selecfion of appropriate mitigations,
including the application of Biosafety Levels and good microbiolegical pracfices,
safety equipment, and facility safequards that can help prevent LAls.

Promoting a positive culture of safety by integrating a risk management process
into daily laboratory operations resulis in the ongoing identification of hazards and
pricritization of risks and the establishment of risk mitigation protocols tailored

to specific situations. To be successful, this process must be collaborative and
inclusive of all stakeholders. Further, it must recognize a hierarchy of controls,
beginning with the elimination or reduction of hazards, then progress to imple-
menting the appropriate engineering andfor administrative controls to address
residual risks, and, if necessary, idenfifying personal protective equipment (PPE)
to protect the worker.”

For the purposes of this section, hazards are defined as substances or situations
capable of causing adverse effects to health or safety. Risks occur when people
interact with hazards and are a function of both the probability of adverse events
and expected consequences of a potential incident 2 The product of probability
and consequence estimates provide a relative value that can be used to prioritize
risks. Since it iz impossible to eliminate all rigk, unless the associated hazard is
eliminated, the risk assessment evaluates recognized risks associated with a
particular hazard and reduces risk to an institutionally acceptable level through a
documented process. For the biclogical laboratory, this process is usually quali-
tative with classifications from high- to low-risk. This section provides guidance on
conducling a risk assessment, implementing a risk mitigation program, commu-
Centers for Disease Control and Prevention nicating during and after the nent, and developing practices to support
National Institutes of Health ongoing application of the risk assessment process.

Section |l—Biological Risk Assessment a

https://www.cdc.gov/labs/pdf/SF__19 308133-A_BMBL6_00-BOOK-WEB-final-3.pdf




Have a Process

LABORATORY BIOSAFETY MANUAL ANNEX 6. COMPLETED LONG

FOURTH EDITION

RS IATED MONORARE TEMPLATE: ANTIMICROBIAL

SUSCEPTIBILITY TESTING
RISK ASSESSMENT

Institubion/Fachity name United Microbiology Loboralories

Laboratory rame Gastrodntestingl Diseoses/Bacteriol Unit

Laborotory manager/Supervisor D Jinl Smiin, Loboralory Monoger

Location City an the seaside

Project tities/ i ] Antimicrobiol suscepliplity tesling

procedures (SOPs)

Date & May 2020

It using this templals il sections following the Instructions In the groy boxes. The Instructions and

buliet polnts In the grey boxes mhhoﬂﬂoﬂlmmmm beneath the Instructions and used as prompts fo

gather and record the nececsary sie-specife Information. The grey Instruction baxes ean thes be deleted, and the

‘text remaining will form o risk assessment drart. This droft must be carefuly r d, edited oz ¥ and
PP by the risk team 9

e STEP 1. Gather information (hazard identification)

1.1 Provide a briet overview of the laboralory work

Instructions: Summarize the loboratory aciivities fo be conducted that are Included In the scope of this risk
umlhhhm:mmmrmrmmn regular basls (Tor example, well-defined, rouling

texting), uEing ome it to cower all ratory activities. However, large and mare
eﬂmplnld:unﬂnﬂm that corry out a variety of laboratory activities, such as diagnostic tesfing, confirmatory
tesfing, lzation or gicol ogents ond research, may want to conduct separafe risk ossessments.

The pocherial unit will begin testing bacterial olates sent from locol lobarafories and hospitals In the state for
anfimicroblal susceptibility. Isolales will be ldeniifled fo the genus and, if possible, species before submission fo the
boclerial unil. Al Isolates will be received on effher Luria broth, or MocConkey or Iryplicase soy agar. Anfimicrobiol
suscaplibiity lesling will be by broth microdilulion using minimum inhibllory conceniralions eslobilished by The
CHnlcal Laboratory and Stondards Instifute. Culfures receised will be limited to Proteobacteria including pathogenic
biciegicol agents from Enterobocterioceas (Fscherichia coli, Shigela spp. Soimonelia spp.) - except for Kisbsfelo
(work on fhis bacterium Is done in a separate laboratory) - Campylobacter spp. and Vibrio spp. Our loboratory

World Health hos experience working with all ihese boclerio but has nol done anlimicrobiol susceplibiity tesfing using broth
or : ea_ microdilution on his scale bafore. This leshing is usually done on requas! ond mos! ollen dona using les! sitips on ogar.
Drganlzatlnn We expect to recelve befween 30 and 100 Bololes o monih and Fhink fhot fhis numiser meay grow over time.

https://iris.who.int/bitstream/handle/10665/337966/9789240011458-eng.pdf?sequence=1



ave a Process

SAN DIA RE Po RT BioRAM-2022 BioRisk.-updated.Dec.2023 () @ ~ L Search for tools, help, and more (Alt + Q) & @

SAND2010-6487 - f
Unlimited Release

Printed October 2010 A B c D E F 6 H I J K L M N (

Biological Materials Questions Discrete Values / Answer Options-Guidance

Likelihood of Infection

= -
Biosafety Risk Assessment g s e e et e e o o e e o e e et i ‘
For likelihood of infection, the primary drivers are the routes of infection and the infectious dose. The specific infectious dose (oz ID30) is not as important as understanding if the || Percifneous
M .e th O d o I Og y ID50 is very low (under 1000). For agents with a very low ID50, the potential for an exposure to cause an infection is notably higher than for agents with a higher TD50.
. i . } Can this agent cause disease in humans? [ 4 |
Susan Caskey®, Jennifer Gaudioso™, Reynolds Salerno®, Stefan Wagener™, Mika Notan infectious  Unknown but not A possible or
Shigematsu™*, George Risi"™*", Joseph Kozlovac®, Vibeke Halkjeer-Knudsen™, AL 1sthis sgentknown to cause nfectionvia nhalotion | 10 Suspectedsasoute suspected route =
Esme ralda Prat** (to cause infection via droplets or droplet nuclei that have i X o
entered the upper or lower respiratory tract)? Security Risk
Ala. Is the infectious dose (ID50) of this agent for this route No=0
less than 1000 or unknown?
Not an infectious Unknown but not A possible or
A2. s this agent known to cause infection via route =0 suspected as a route suspected route =
percutaneous exposure (to cause infection through =1 Ingestion
compromised skin or direct injection into the blood stream)?
A2a. Is the infectious dose (ID50) of this agent for this route No=0
Prepared by less than 1000 or unknown?
Sandia Mational Laboratories A3.  Is this agent known to cause infection via direct Not an infectious Unknown but not A possible or
Albugquerque, New Mexico 87185 and Livermore, California 94550 contact (to cause infection through the mucosal route =0 suspected as a route suspected route = )
membranes)? =1 A
< i — >
Sandia Naticnal Laborateries is a multi-program laboratery managed and operated by Sandia Corporation, a wholly owned
subsidiary of Lockheed Martin Corporation, for the U.S. Department of Energy's Mational Nuclear Security Administration under = Intro Biological Material Properties Laboratory Procedures BioSafety Measure Effectiveness Security System Effectiveness Results +

contract DE-AC04-54A1L 85000

Approved for public release; further dissemination unlimited.

https://biosecuritycentral.org/static/f25db321edd166d353ac2a770fb45ala/Sandia_BioRAMs_Biosafety%
20Risk%20Assessment%20Methodology..pdf



Have a Process

Risk Management

Identification of Hazard (Slide 2 & 3)

Pathogen/toxin
Personnel Identification of Threat (Slide 5)
Scale .
Procedures J::!;ter Assess prevention barriers and mitigation of risk options (Slide 7)
Frequency
Place Personnel ‘ ‘
Waste Engineering controls
Fomite Administrative controls
Animal PPE
Security Behavior Engineering controls
Pathogen/toxin Administrative controls
Place Behavior
Risk elimination
Risk mitigation
Residual risk
Continuous review >
' ABSA .
y LI:EEE ﬁﬂgm www.absa.org

https://absa.org/wp-content/uploads/2023/05/BioRiskEvaluation-Tool Fungi.pdf



Background

CEN
CEN CWA 15793 CWA 16393
WORKSHOP September 201 WORKSHOP Janusry 2012
AGREEMENT AGREEMENT
1CS 07.100.01 Supersedes CWA 15783-2005 IC5 07 10001
English version English version

Laboratory biorisk management - Guidelines for the

Laboratory biorisk management implementation of CWA 15793:2008

This CEN Workshop Agreement has been drafied and approved by = Workshop of representatives of interested parties, the constitution of

which is intheted in the fareword of this Workshog Agreement. This CEN Workshop Agreement has been drafted and approved by 2 Warkshop of regresentatives of interested parties, the constitution of
which i inticated in the foreword of this Werkehog Agreemsnt.

“The formal process followed by the Wiorkshop in the devslopment of this Workshop Agresment has been endorsed by the National

Memaers of CEN but neither the National Memgers of CEN nor the CEN ‘Cantre can be held for the technical Tne formsl procees flowed by the Workehop i e development of 1 Workshog gresmen s neen endored by e Natonal

conlent of this CEN Workshop Agreement or possible confiicts with standards or legislation Members of CEN but neither the National Members of CEN nor the CEN-CENELEC Management Canire can be held accountable for the

technical content of this GEN Worksheg Agreement or possible confiicts vith standars or legisiation.
This CEN Workshop Agreement can in na way b held as being an official standard develoged by CEN and its Members.

This CEM Workshop Agreement is publicly available as a reference document from the CEN Members National Standard Bodies.

This CEN Workshop Agreement can in nio way be held as bing an offieial standard developed by CEN and s Members.

This CEN Workshop Agreement is publicly avaiable as a reference document from the CEN Members National Standard Bodies.
GEN members are the national standards bodies of Austria, Belgum, Buigaria, Croatia, Cyprus, Gzech Regubic, Denmark, Estoria, ) o _ )
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Laiia. Litnuania, Luxemborg, Mas, Netheriands, Nonway. Foland, CEN members are the national standands bodies of Austria, Beigium, Bulgaria, Croatia, Cyprus, Czech Regubic, Denmark, Estonia,
Porugal, Rlomania, Slovkiz, Slovenia, Spain, Sweden, Switzeriand znd United Kingdom. Finland, France, Germany, Greece, Hungary, Icaland, Ireland, ltaly, Lawia, Lithuania, Luembourg, Maha, Netherands, Norway, Poiand,
Portugal. Romania. Slovakia. Slovenia. Spain, Sweden. Switzedand. Turkey and United Kingdom.

‘ EUROPEAN COMMITTEE FOR STANDARDIZATION
EURCPEAN COMMITTEE FOR STANDARDIZATION COMITE EURCPEEN DE NORMALISATION
COMITE EURCPEEN DE NORMALISATION EURCPAIZCHES KOMITEE FUR NORMUKG

EURCPAISCHES KOMITEE FUR NORMUNG

Management Centre: Avenue Mamix 17, B-1000 Brussels
Management Centre: Avenue Marnix 17, B-1000 Brussels

©2012CEN Al ights of exploftation in any form and by any mesns reserved woridwid for CEN national Members
®Z011CEN Al ights of exploitation in any form and by any mesns reserved workiwide for CEN national Members.

Ref No-CWA 183832012 E
Reef. No..CWA 15793:2011 DEEF

https://biosecuritycentral.org/static/d440d0bbecfb340fe2b2b5 https://biosecuritycentral.org/static/9f67bf2c781d3f4c
d0b87be97a/CWA15793..pdf de30584a73afab26/CWA%2016393..pdf

ey u




Background

& ISO 35001:2019

Biorisk management for laboratories and other
related organisations

150 350012019

Biorisk management for laboratories Edition 1
and other related srganisations ma-n

Published (Edition 1, 2019)
> This standard has 1 amendment.

https://www.iso.org/obp/ui/en/#iso:std:iso:35001:ed-1:v1:en

..




Fundamental Principle for

Biorisk Management to Work

Leadership [5] |

j PLAN ] ’
"- Planning [6] ; - a8

Improvement [ 10]

L
ACT /_L (10
1] ME-====s==-- Suppart 7] peeesaa- ation

__ C(Chack)

| CHECK 0 (Da}
] TMaARCE - i i

A LAction)

P(Pan) | |

https://www.iso.org/obp/ui/en/#iso:std:iso:35001:ed-1:v1:en



Tell us where you are in the implementation of a biorisk
management at your institution

(select your best answer)

a Getting buy-in from the leadership
b. Assessing risks

c. Drafting SOPs

d. Operationalizing SOPs

e Evaluating operational controls

f Other (please enter in the chat)



Biorisk Management Following the

ISO 35001:2019 Framework

Context of the Organization

Needs
Expectations
Scope

Management
system

Leadership

Commitment

Institutional
policies

R&R

Authorities

Hazard
identification

Risk assessment
Risk mitigation
Risk management

Occ. Health
Competence
Awareness
Communications
Documentation

Biosecurity

Planning
Commissioning/
Decommissioning
Equipment maintenance

Physical security

Ancillary personnd Biological inventory

SOPs enaction
PPE
Decontamination

Emergency response

Transport




Is everybody
trained and
competent?
Info sheets

What
changes are
needed to
make the risk
acceptable?

ISO 35001 — Processes

Organization

Stakeholders

Planning

Improvement |

N Support }+=--<{ Operations

Performance

* What are
the leading
and lagging
indicators?

What will be
done?

What can go
wrong?

What is the
likelihood of
occurring?
What are the
consequences?
What controls
are in place?

Are the controls
working?

Are the SOPs
being followed?
Who is doing
the work?

19



Doing Also Involves Planning

NOTE Figure 1 is adapted from [SO 45001 Occupational health and safety management system — Regquirements with guidance for use.

Figure 1 — Top down pyramid view of a biorisk management system model

Biorisk Management System Model
[Top - Down Pyramid View]

Understanding the organisation and its context [4.1]
Understanding the needs and expectations of interested parties [4.2]

Scope of the Biorisk Management System [4.3, 4.4]

Leadership [5]

( PLAN ]
L Planming [6] J
N L
ACT _\- ]
Improvement [10] === == ﬁul'r‘“'ly ----- - Operation [E]

CHECK
Performance and
evaluation [¥]




Match the activity to the BRM Planning phase or AT

Standard Operating Procedures for

to the Ope ratiOnal pla N ning the activities identified in the RA

Strategies to mitigate risks

Understand context of
organization

Planning phase Operational Planning

Engineering controls include the
use of the biosafety cabinet

Activities include culture,
genetic modifications

Risk assessment



Match the activity to the BRM Planning phase or AT

Standard Operating Procedures for

to the Operational planning the activities identified in the RA
Strategies to mitigate risks
Planning phase Operational Planning Understand context of
organization

Risk assessment Activities include culture, genetic
modifications

Engineering controls include the
use of the biosafety cabinet
Understand context of organization Engineering controls include the use of

. _ Activities include culture,
the biosafety cabinet

genetic modifications

Strategies to mitigate risks Standard Operating Procedures for the
activities identified in the RA Risk assessment



ISO 35001 - Planning

Organization

_ SEIEelEEs

Planning

Improvement

Operations

Performance

Take home message: Ask questions

What will be done?
What can go
wrong?

What is the
likelihood of
occurring?

What are the
consequences?
What controls are
in place?



Be Aware of Conditions

W. Emergency Preparedness and Response Search

CDC Current Outbreak List Search

A Health Alert Network (HAN)
print Health Alert Network (HAN)
. . . L . . . . HAN Jurisdictions
Infectious disease outbreaks currently being reported on by CDC. Listings include those outbreaks for which content is currently published on the CDC website. Print
HAN Message Types C€DC's Health Alert Network (HAN) is CDC’s pri hod of sharing cleared
U.S.-Based Outbreaks Travel Notices Affecting International Travelers Food Safety Recalls s Health Alert Network (HAN) is CDC's primary method of sharing cleare
. information about urgent public health incidents with public information officers; federal,
Sign Up for HAN Updates ‘ k N about | 5 o nort h
Recent investigations reported on CDC.gov Please see the Travelers’ Health site for a complete list. Al-Safa US LLC Recalls Frozen = L) state, te"A'tO”al' tribal, and local public health practitioners; clinicians; and public health
Ready-To-Eat Chicken Products HAN Archive [HeALTH ALERT NETWORK] Laboratories.
® Pet Bearded D - Qutbreak ible Listeri:
PN — Hbeas o Level - Oropouche Fever in the Americas c"::;ﬂ':::‘::‘“ Listeria CDC's HAN eollaborates with federal, state, territorial, tribal, and city/county partners to
‘ N o o Outbreat JUNE 2024 develop protocols and stakeholder relationships that will ensure a robust interoperable
. -
71‘5203&5 Z"U“h:; ;szt res « Level 1 - Global Dengue 2] platform for the rapid distribution of public health information.
JUNE 2024
® Backyard Poultry — Salmonella Outbreaks Michael Foods Inc. Recalls Fair CDC’s HAN is a strong national program that provides vital health information and the
* Level 2 - Mpox in the Demaocratic Republic of the Conga (DRC) ) . . B i L
ANNOUNCED MAY 2024 UNE 2070 Meadow Foundations Liquid infrastructure to support dissemination at state and local levels. The majority of the
+ Organic Walnuts — £ coli Qutbreak Egg Products Due to state-based HAN programs have more than 90% of their populations covered under the
B —— * Level 2 - Chik 2 in Mald: E i
ANNOUNCED APRIL 2024 i;:y MA‘ ungunyain taidhes :"I'Isb'a“d'"sﬂ"d Undeclared HAN umbrella. The HAN messaging system directly and indirectly transmits Health
o Fresh Basil — Salmonella Outbreak ergens Alerts, Advisories, Updates, and Info Services to more than one million recipients.
U — ® Level 1 - Global Measles Jun 30, 2024
ANNOUNCED APRIL 2024 MAY 2004
 Measles Qutbreaks 2024 . Py .
ANNOUNCED JANUARY 2024 N Totally Cool, Inc., Recalls Al Ice HAN Archive, Types & Jurisdictions Receive HAN Updates
Understanding Outbreaks Cream Products Because of
* Coronavirus Disease 2019 (COVID-19) Possible Health Risk « HAN Archive « Sign Up for HAN Email Updates
ANNOUNCED JANUARY 2020 L
In the last two years, CDC has sent scientists and doctors out Jun 24, 2024 « HAN Message Types « Subscribe to the HAN RSS Feed
more than 750 times to respond to health threats. Learn more o
bel. O v  HAN Jurisdictions
elow.

https://www.cdc.gov/outbreaks/index.html https://emergency.cdc.gov/han/

W w jobal  Regions
\\ World Organisation
for Animal Health WAHIS (I

(a3 World Health

8 organization
| o

A HealthTopicsw o—— [— [E——
WAHIS: World Animal Health Information System

3 ﬂ ﬂ l] " v e Emergencies
Orentew Srvellance Researn Traing

WAHIS i the global animal health reference database of the Word Organisation for Animal Healih (WOAH). WAHIS data reflects the valkiated
information since 2005 reported by the Veterinary Services from Member and non-Member Countries and Territories on terrestrial and aquatic
Listed diseases in domesiic animals and wikife, as well s on emerging diseases and zoonoses Disease Outbreak News (DONs)
WAHIS includes ineractive mapping tools and dashboards to support data consultaion, visualzation and exracton of oficial valdated animal
health data)

Lot WHO Disase OutbreakNews (DONS),proviling normation on confirmed acte public hakth events o potenal vt o concer.

ot "
ne same centh inere s aneedfor
iformaion. T DON report fll s reqirement.
iniheooN
Iformation t be made aalable o he bl
Seschbykeyword Fom o
Latest animal disease events | e
" ° o O
Country/Territory Disease - genotype/serotype/subtype Date e A S
- s oot and mouth scasevius (. with) R
sar2 R . .

B https://www.who.int/emergencies/di
| ° ° *

https://wahis.woah.org/#/home sease-outbreak-news



The Goal of the Risk Assessment:
To Break the Chain of Infection

Rapid identification

Occ. Health Disinfection
Vaccines o ’ Wash hands

Appropriate use

& removal of PPE Surgical mask

Transmission

Modified

from NETEC Physical distancing

Coughing etiquette

25



ISO 35001 - Operations

Organization

 smehelers

Planning
Commissioning/
Decommissioning

; Equipment
Improvement | Support }-=-=+{ Operations 1 maintenance
: ; Physical security

Performance Biological inventory
SOPs enaction

PPE

Transport
Decontamination
Emergency response

Planning




Applying ISO 35001

Mﬁ/my A Liber, Ine

ABOUT US PUBLICATIONS FOR AUTHORS LIBRARIANS OPEN ACCESS

x
"= ABSA Your Biosafety Resource! www.ahsa.org
 INTERNATIONAL  + Annual Biological Safety Conference, Training C and Webinars « Applied Biosafety Journal
Y e for 1y « Biosafety Publications » Biosafety Training Rescurces » Laboratory Accreditation Pregram
22l
Applied Biosafety, Ahead of Print | ﬁ Free Access L & A o
Figures References Related Details

Considerations for Laboratory Biosafety and
Biosecurity During the Coronavirus Disease 2019
Pandemic: Applying the IS0 35001:2019 “
Standard and High-Reliability Organizations

Principles o

Donald R. Callihan, Marian Downing, Esmeralda Meyer =], Luis Alberto Ochoa, Brian Petuch, Paul Tranchell, and David White Copyright 2021, ABSA International 2021

Applied Biosafety

Published Online: 25 Jan 2021 | https:/doi.org/10.108%/apb.20.0068

To cite this article:

Donald R. Callihan, Marian Downing, Esmerzlda Meyer, Luis Alberto
‘= Sections | View article & Tools < Share Ochoa, Brizn Petuch, Paul Tranchell, and David White.

Applied Bicsafety. ahead of print
http:/fdoi.org/10.1089/2pb.20.0068

Online Ahead of Print: January 25, 2021

Abstract

Donald R. Callihan, Marian Downing, Esmeralda Meyer, Luis Alberto Ochoa, Brian Petuch, Paul Tranchell, and David White.
Applied Biosafety. ahead of print January 2021. http://doi.org/10.1089/apb.20.0068
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Table 1. How can the IS0 35001 standard be applied to laboratories handling coronavirus disease
2019-related materials? (Table view)

150 35001
components Considerations for COVID-19 laboratornes Examples of mitigation measures
Operations Standard operating procedures for specimen Purchase additional engineering control equipment, such

processing, inactivating, transferring, shipping, as ifuge safety cups and workspace dividers
and donning and doffing of FPE Coordinate for the certification of biosafety cabinets
Facility engineering controls (1e., airflow Provide portable handwazh stations and eyewash
check, biozafety cabinet certification, and bottles in surge or mobile laboratories
eyewash station) Purchase commercially available or develop an in-
Centrifuge with aerosol containment house inventory system to track VBMs, inactivated
Inventory management systems to control samples, and other valuable laboratory reagents
access and movement of VEMz and other Fecruit BEL-3 principle investigators to assist in
laboratory reagents based on the biosecurity inactivation studies, if necessary
assessment (1.e., log of samples transferred from  Generate a handbook of acceptable inactivation
high containment) methods, based on in-house studies
Inventory of inactivated samples Work with engineers to evaluate the ventilation system
Validation of inactivation methods and, if possible, increase the air exchange per hour

Emergency alert card
Quality of reagents used

Donald R. Callihan, Marian Downing, Esmeralda Meyer, Luis Alberto Ochoa, Brian Petuch, Paul Tranchell,
and David White. Applied Biosafety. ahead of print January 2021. http://doi.org/10.1089/apb.20.0068
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ISO 35001 — Application to COVID-19

. . e SKAs to perform
- Organization RA

] * Training for
Stakeholders surge staff

Compliance with
standards

Planning

Improvement @ Operations \ Additional
_ : engineering

Performance controls
Coordinate
relocation and
certification of

BSCs
Inactivation
methods

ey =



Is the Laboratorian Competent?

Knowledge + Skills + Attributes + Experience

Laboratory Biosafety Competency Assessment Form

""§$ https://www.aphl.org/programs/preparedness/Documents/APHL%20
A ;H L seociamon.or Approved%20Conversation-

LLLLLLLLLLLLLLLLLLLLLLLL

Based%20Biosafety%20Competency%20Assessment%20Form.pdf

ISO/TS 5441:2024(en)
Competence requirements for biorisk management advisors
https://www.iso.org/obp/uittiso:std:iso:ts:5441:ed-1:vl:en

Guidelines for Biosafety Laboratory Competency

CDC and the Association of Public Health Laboratories
BIUIIUI WR Supplement / Vol. 60 April 15, 2011

https://www.cdc.gov/mmwr/pdf/other/su6002.pdf

1 ﬁgﬁﬁnw% Biological Safety Officer (BSO) Competency
gl e Associaionfr Bosatey and Bosecurty h t tps: / /absa_or‘g /Wp—

x
alllance content/uploads/2018/05/0SHABSOcompetencyFactSheet.pdf
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Poll #4

What OTHER information do you include in your biorisk assessments?
(select all that apply)

General lab safety (i.e., slip & fall)
Fire safety

Electrical safety

Compressed gases

Chemical safety

Other (please enter in the chat)
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Other Elements of Operations

General Safety
* Chemical safety Work with animal subjects

 Compressed gases Housekeeping
e Fire safety

=
aliiny-
. Materials Inventory

g * Paper and pen Who is responsible?

 Electronic Is it current?

Facilities & Equipment
e HVAC Centrifuges

» Biosafety cabinets/fume hoods Pipettes

Decontamination/Inactivation/Waste Management

(I /\ * Validation procedures

* Transfer from high containment




Other Elements of Operations

Transport

* Intra-institution
 Domestic shipping

* International shipping

Occupational Health
e Whoisincluded in the evaluation
* Risk-based vaccination

000

Biosecurity
* Personnel reliability
* Physical plant

Ancillary Personnel
Environmental Services
Contractors

* Animal care personnel




How often are SOPs reviewed at your institution?
(select your best answer)

a. As often as necessary
b. Annually
c. Periodically
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Poll #6

How are changes to SOPs communicated?
(select all that apply)

Via e-Newsletter

During inspections

During lab meetings

Other (please enter in chat)
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Have Standard Operating Procedures

Guidelines for Safe Work Practices in Human and
Animal Medical Diagnostic Laboratories

Morbidity and Mortality Weekly Report

https://www.cdc.gov/mmwr/pdf/other/su6101.pdf

Biosafety in Microbiological and Biomedical Laboratories (BMBL) 6th
Edition

https://www.cdc.gov/labs/pdf/SF 19 308133-A BMBL6 00-BOOK-
WEB-final-3.pdf

Sandia National Laboratories - Core Biorisk Management Document
Templates

ﬂmmﬁlmmm https://gcbs.sandia.gov/core-documents/

LABORATORY BIOSAFETY MANUAL

e e WHO Laboratory Safety Manual 4" Edition

ASSOCIATED MONOGRAPHS https://iris.who.int/bitstream/handle/10665/337956/978924001131
1-eng.pdf?sequence=1

LABORATORY BIOSAFETY MANUAL
FOURTH EDITION

WHO Tuberculosis Laboratory Safety Manual
TUBERCULOSIS

LABORATORY https://iris.who.int/bitstream/handle/10665/77949/9789241504638
BIOSAFETY MANUAL
eng.pdf?sequence=1
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https://www.cdc.gov/labs/pdf/SF__19_308133-A_BMBL6_00-BOOK-WEB-final-3.pdf
https://www.cdc.gov/labs/pdf/SF__19_308133-A_BMBL6_00-BOOK-WEB-final-3.pdf
https://gcbs.sandia.gov/core-documents/
https://iris.who.int/bitstream/handle/10665/337956/9789240011311-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/337956/9789240011311-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/77949/9789241504638_eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/77949/9789241504638_eng.pdf?sequence=1
https://www.cdc.gov/mmwr/pdf/other/su6101.pdf

ISO 35001 - Operations

Organization

SELEnSlEEs

Planning

Improvement [ @ <+« Operations \
: 3 Are the controls

Performance ] working?

' Are the SOPs
being followed?
Who is doing
the work?




Laboratory safety is everyone’s

responsibility ’

Communication is critical

s Ongoing process review and
improvement (PDCA")

Courtesy Kaizen Lean



ISO 35001

* Process to identify, assess, control, and monitor the
risks associated with hazardous biological materials

* Globally applicable to any laboratory or other
organization that works with, stores, transports, LSO 3k5001=2019
and/or disposes of hazardous biological materials f;?{;ioﬂigﬁggr::gt

 Complements existing international standards for g:;:;{:ﬁ;‘::s

laboratories

* Concept of continual improvement
Plan, Do, Check, Act (PDCA) principle



Division of Laboratory Systems

Summary of Discussion

CDR Folasade Kembi, PhD
CDC Division of Laboratory Systems
Quality and Safety Systems Branch
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Division of Laboratory Systems

Post-session Survey

 Takes 2 minutes to complete and helps
improve ECHO Biosafety Program and CoP

e Participation is voluntary

 Responses are anonymous and feedback will
be summarized in aggregate

 Questions? Contact DLSbiosafety@cdc.gov

Scan here to take the
August survey

CDCRVETRN o


mailto:DLSbiosafety@cdc.gov

Division of Laboratory Systems

DLS ECHO Biosafety Session: September 24 2024

Operations: Emergency Response and Contingency Plans

Benjamin Fontes, MPH, CBSP
Senior Associate Director, Biosafety Officer
Yale Environmental Health & Safety

New Haven, CT

CDCRVETRN o



	DLS ECHO Biosafety Session: August 27, 2024
	June Session Recap:�“Support: Communication and Documented Information”
	Agenda
	Slide Number 4
	DLS ECHO Biosafety Session: August 27, 2024
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	Slide Number 36
	Slide Number 37
	Slide Number 38
	Slide Number 39
	Summary of Discussion��CDR Folasade Kembi, PhD�CDC Division of Laboratory Systems�Quality and Safety Systems Branch
	Post-session Survey
	DLS ECHO Biosafety Session: September 24, 2024



