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March Session Recap:
“Leadership – Roles, Responsibilities and Authorities”

123
participants 
attended the 
session
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80
organizations 
were 
represented

“We promote the idea that 

good ideas can come from anyone… 

I also have employees help with finding 

solutions to get buy-in”
- 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 and El Salvador 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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• 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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P LA N N I N G :  D E VE LO P I N G  
A N D  A C H I E VI N G  B I O R I S K  

M A N A G E M E N T O B J E C TI VE S

M I C H A E L  S T E V E N S O N ,  P H D

D E P U T Y  L A B  D I R E C T O R ,  N H  P U B L I C  H E A L T H  L A B O R A T O R I E S

A P R I L  3 0 ,  2 0 2 4
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O B J E C T I V E S :
• ISO  35001:  Biorisk Manag e me nt Syste m and  Biorisk Manag e me nt O b je ctive s

• APHL/CDC ISO  35001 Pilo t Prog ram

• ISO  35001 O utcome s for Ne w Hamp shire  Pub lic Health Lab oratorie s (NH PHL)

• Biorisk Manag e me nt O b je ctive  Examp le s
Note : NH PHL has ap p lied  the  p rincip le s of ISO 35001 towards lab  safe ty in g ene ral, includ ing  
chemical safe ty and  rad iation safe ty. 

• Polls and  Group  Discussions throug hout this p re se ntation
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PO LL:  Doe s your facility have  the  fo llowing  full-time  d e sig nate d  p ositions (se le ct all that ap p ly):
• BIO SAFETY O FFICER
• CHEMICAL HYGIENE O FFICER
• RADIATIO N SAFETY O FFICER
• GENERAL LAB SAFETY O FFICER
• OTHER
• NO NE

8



9

DISCUSSIO N:  What g ap s d o  you think you have  for an e ffe ctive  lab  safe ty p rog ram 
without having  a d e d icate d  safe ty office r?



I S O  3 5 0 0 1  – W H A T  I S  I T ?
• ISO  (Inte rnational O rg anization for Stand ard ization,

www.iso.org ) is a world wid e  fe d e ration of national
stand ard s b od ie s.  ISO  has p ub lishe d  ove r 25,000
inte rnational stand ard s cove ring  almost all asp e cts
of te chnolog y and  manufacturing .

• ISO  35001 is the  stand ard  e ntitle d , “Biorisk manag ement for lab oratorie s and  
othe r re lated  org anisations.”

• The  stand ard  was p ub lishe d  in Nove mb e r 2019 – 26 p ag e s.

• Curre ntly the re  is no  accre d iting  b od y to  p rovid e  lab  accre d itation.
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I S O  3 5 0 0 1  – W H A T  I S  I T ?

The  stand ard  d e fine s a Biorisk Manag e me nt Syste m (BMS) to :

• Estab lish p rincip le s that e nab le  lab oratorie s to  achie ve  the ir b iosafe ty and  
b iose curity ob je ctive s

• De fine  e sse ntial comp one nts of a BMS frame work to  inte g rate  into  a
lab oratory or o the r re late d  org anization’s ove rall g ove rnance , strate g y and
p lanning , manag e me nt, re p orting  p roce sse s, p o licie s, value s, and  culture

• De ve lop  and  imp le me nt Biorisk Manag e me nt O b je ctive s to  continuously 
imp rove  the  BMS
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I S O  3 5 0 0 1  – W H A T  I S  I T ?

Biorisk Manag e me nt O b je ctive s shall b e :

• Measurab le

• Monitore d

• Communicate d

• Up d ate d  as ap p rop riate
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WHAT

WHO

HOW

WHEN
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PO LL:  Has your facility imp le me nte d  any p art o f ISO  35001?
• YES
• NO
• NO, BUT I WO ULD LIKE TO



DISCUSSIO N:  For those  who have  imp le me nte d  ISO  35001, what succe sse s have  you had ?
                             What challe ng e s?
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A P H L/ C D C  I S O  3 5 0 0 1  P I LO T  P R O G R A M
• July 2021 – Association of Pub lic Health Lab oratorie s (APHL) and  Ce nte rs for 

Disease  Contro l and  Pre ve ntion (CDC) e stab lishe d  a coop e rative  ag re e me nt 
on ISO  35001 imp le me ntation in the  PHL se tting .

• March 2022 – NH PHL was id e ntifie d  as a p ilo t site .

• June  2022 – Two-d ay site  visit occurre d  at NH PHL.

• Se p te mb e r 2022 – Gap  analysis re sults

• Ap ril 2023 – Se cond  APHL/CDC site  visit to  NH PHL

• Throug hout a g reat co llab orative  p latform to  exchang e
id eas and  id e ntify and  imp le me nt b e st p ractice s
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I S O  3 5 0 0 1  G A P S  F O R  N H  P H L

ISO  3 5 0 0 1  REQ UIREMENTS PILOT PRO GRAM GAP ANALYSIS

Biorisk manag e me nt ob je ctive s and  
p lanning  to  achie ve  the m De ve lo p  m e asurab le  Bio risk Manag e m e nt O b je ct ive s

Actions to  ad d re ss risk and  op p ortunitie s Evaluate , monitor, and  communicate  p e rformance  of b iorisk 
manag e me nt contro l measure s

Bio log ical mate rials inve ntory De ve lop  and  stand ard ize  b io log ical mate rials inve ntory

De contamination and  waste  manag e me nt Valid ate  autoclave  b iowaste  ste rilization cycle s

Pe rformance : monitoring , measure me nt, 
analysis, and  e valuation

Ensure  incid e nt inve stig ations, corre ctive  actions, e tc. are  
monitore d  and  che cke d  for continual q uality imp rove me nt
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ISO  3 5 0 0 1  REQ UIREMENT

Actions to  ad d re ss risk and  op p ortunitie s

PILOT PRO GRAM GAP ANALYSIS

Evaluate , monitor, and  communicate  p e rformance  of 
b iorisk manag e me nt contro l measure s

DISCUSSIO N:  How d o you e valuate , monitor, and  communicate  p e rformance  
of b iorisk manag e me nt or o the r safe ty contro l measure s?

• Risk asse ssme nts?
• Inte rnal aud its?
• Safe ty O ffice r ro le ?
• Quality Manag e r ro le ?
• O the r?



N H  P H L B I O R I S K  M A N A G E M E N T  O B J E C T I V E

Im p le m e nt stand a rd ize d  sa fe ty risk a sse ssm e nt p ro ce ss
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• Exce l file , g e ne rate s heat map
• Ap p rove d  in Id eag e n Quality Manag e me nt

(Qualtrax) d ocume nt contro l syste m
• Annually re vie we d  or if me thod  chang e d
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ISO  3 5 0 0 1  REQ UIREMENT

Biolog ical mate rials inve ntory

PILOT PRO GRAM GAP ANALYSIS

De ve lop  and  stand ard ize  b io log ical mate rials inve ntory

DISCUSSIO N:
How d o you maintain inve ntory of b io log ical mate rials? O f che micals?
How fre q ue ntly d o  you p e rform b io log ical and  che mical inve ntory?
Do you have  an inve ntory manag e me nt syste m in p lace  that also  e ncomp asse s 
sup p lie s and  e q uip me nt?
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ISO  3 5 0 0 1  REQ UIREMENT

Biolog ical mate rials inve ntory

PILOT PRO GRAM GAP ANALYSIS

De ve lop  and  stand ard ize  b io log ical mate rials inve ntory

PO LL:  How d o you maintain your che mical safe ty d ata she e ts?
• PAPER CO PIES
• ELECTRO NIC CO PIES
• BOTH
• OTHER
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N H  P H L B I O R I S K  M A N A G E M E N T  O B J E C T I V E

• Examp le : Che mical Inve ntory
• Exce l file
• Up d ate  e ve ry 2 years

Cre a te  inve nto ry te m p la te  fo r b io lo g ica ls and  che m ica ls, 
and  p e rfo rm  lab -w id e  inve nto ry

REQ UIRED O PTIO NAL

Che mical name Location in room

Prog ram/Unit Re ce ive d  d ate

Room # Exp iration d ate

Maximum q uantity store d CAS #

Unit of measure Manufacture r

NFPA 704 Hazard  Diamond  rating Prod uct Numb e r /  Lot #
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ISO  3 5 0 0 1  REQ UIREMENT

De contamination and  waste  manag e me nt

PILOT PRO GRAM GAP ANALYSIS

Valid ate  autoclave  b iowaste  ste rilization cycle s

PO LL: (multip le  choice )  Do you re g ularly e valuate  the  
e ffe ctive ne ss of your autoclave  b iowaste  ste rilization cycle s?
• YES
• NO
• NO, BUT I WANT TO
• I have  acce ss to  onsite  incine ration
• OTHER
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ISO  3 5 0 0 1  REQ UIREMENT

De contamination and  waste  manag e me nt

PILOT PRO GRAM GAP ANALYSIS

Valid ate  autoclave  b iowaste  ste rilization cycle s

DISCUSSIO N:  How d o  you valid ate  your ste rilization cycle ?  How fre q ue ntly?  If you d on’t 
valid ate , what are  you d oing  instead  to  e nsure  e ffe ctive  ste rilization has occurre d ?
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N H  P H L B I O R I S K  M A N A G E M E N T  O B J E C T I V E

De ve lo p  and  im p le m e nt va lid a tio n  o f b io w aste  au to clave  ste riliza t io n

• Annual valid ation

• Re p re se ntative  b iowaste  autoclave  te st b

• 2 b ag s te ste d  in a ste rilization cycle

• Data log g e rs for te mp e rature  and  p re ssur

• Biolog ical ind icators

• Che mical ind icators

ag

e
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ISO  3 5 0 0 1  REQ UIREMENT

Pe rformance : monitoring , measure me nt, 
analysis, and  e valuation

PILOT PRO GRAM GAP ANALYSIS

Ensure  incid e nt inve stig ations, corre ctive  actions, e tc. are  
monitore d  and  che cke d  for continual q uality imp rove me nt

DISCUSSIO N:  How d o you e nsure  incid e nt inve stig ations, root cause  analysis, 
corre ctive  actions, e tc. are  monitore d  and  che cke d  for continual imp rove me nt?
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ISO  3 5 0 0 1  REQ UIREMENT

Pe rformance : monitoring , measure me nt, 
analysis, and  e valuation

PILOT PRO GRAM GAP ANALYSIS

Ensure  incid e nt inve stig ations, corre ctive  actions, e tc. are  
monitore d  and  che cke d  for continual q uality imp rove me nt

PO LL:  (multip le  choice ) What e le ctronic d ocume nt contro l syste m(s) d o  you use ?
• Id eag e n Quality Manag e me nt (Qualtrax)
• iPassp ort
• Maste rContro l
• Me d iaLab
• Share Point
• O the r
• None
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N H  P H L B I O R I S K  M A N A G E M E N T  O B J E C T I V E
Cre a te  e le ctro n ic w o rkflo w  to  d o cum e nt and  m o nito r q ua lity e ve nts
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DISCUSSIO N:  What Biorisk Manag e me nt O b je ctive s would  you want to  imp le me nt at your facility?



N H  P H L B I O R I S K  M A N A G E M E N T  O B J E C T I V E S
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2 0 2 4
Ensure  comp le te ne ss of che mical safe ty d ata she e ts for all che micals in the  lab

Imp le me nt up d ate s id e ntifie d  in 2023 lab  safe ty insp e ctions

Carryove r e stab lish autoclave  ste rilization valid ation p roce d ure  – APHL Fe llow p ro je ct

Up d ate  b io log ical and  che mical sp ill kits & p e rform sp ill d rills



R E S O U R C E S
• ISO  35001:2019 “Biorisk manag e me nt for lab oratorie s and  o the r re late d  org anisations”

http s:/ /www.iso.org /stand ard /71293.html

• Association of Pub lic Health Lab oratorie s (APHL) Position State me nt, “Imp roving  Biosafe ty in 
O ur Nation’s Lab oratorie s” – June  2022
http s:/ /www.ap hl.org /p rog rams/p re p are d ne ss/Docume nts/APHL%20Position%20State me n
t%20Imp roving %20Biosafe ty%20in%20O ur%20Nations%20Lab oratorie s.p d f

• APHL Lab  Matte rs Winte r 2023 Issue  4, p ag e  32, “Pilo ting  the  ISO  35001:2019 Stand ard ”
http s:/ /vie we r.joomag .com/lab -matte rs-winte r-2023/0448207001701443860/p 32

• APHL “Nonconforming  Eve nts” d ocume nt, O ctob e r 2021
http s:/ /www.ap hl.org /ab outAPHL/p ub lications/Docume nts/QSA-2021-PHL-Mod e l-
Practice s-QMS11-A.p d f

• “Valid ation Te sting  Pro tocol for Wad sworth Ce nte r RMW Treatme nt Autoclave s” – courte sy 
from Ne w York State  De p artme nt of Health Wad sworth Ce nte r
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https://www.iso.org/standard/71293.html
https://www.aphl.org/programs/preparedness/Documents/APHL%20Position%20Statement%20Improving%20Biosafety%20in%20Our%20Nations%20Laboratories.pdf
https://www.aphl.org/programs/preparedness/Documents/APHL%20Position%20Statement%20Improving%20Biosafety%20in%20Our%20Nations%20Laboratories.pdf
https://viewer.joomag.com/lab-matters-winter-2023/0448207001701443860/p32
https://www.aphl.org/aboutAPHL/publications/Documents/QSA-2021-PHL-Model-Practices-QMS11-A.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/QSA-2021-PHL-Model-Practices-QMS11-A.pdf
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Support: Resources, Competence, and Awareness

William Pinard, MS, BRM/BSEC (IFBA)
Project Lead, Principal Engineering Team
Global Chemical and Biological Security
Sandia National Laboratories
Albuquerque, NM
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CDC's Division of Laboratory Systems (DLS) is offering free access to the ISO 35001:2019 - Biorisk 
management for laboratories and related organizations for clinical and public health laboratories

ISO 35001:
• ISO 35001 defines a process to identify, assess, control, and monitor the risks associated with 

hazardous biological materials.
• The standard applies to laboratories or organizations that work with, store, transport, and/or 

dispose of hazardous biological materials. 
• The offer is currently limited to interested laboratories and organizations within the United 

States.
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35001:2019 Biorisk Management
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Process Overview:
• Select a point of contact responsible for biorisk management (e.g., Laboratory Director, Biosafety Officer).
• Point of contact email DLSBiosafety@cdc.gov

o Name and physical address of the institution 
o Name and work e-mail address 
o Role in the organization

• DLS notifies the approved point of contact with details on how to access the standard.

DLS supports the enhancement of biorisk management in laboratories and encourages your institution to 
participate.

For questions, contact DLSBiosafety@cdc.gov.

mailto:DLSBiosafety@cdc.gov
mailto:DLSBiosafety@cdc.gov
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