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-Session Objective |
To initiate dialogue on a road map for Working Group 5 |
after 1ISO 35001 is officially published.

Best Practice . =

Implementation???
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ISO 35001 History

Advance global laboratory
ISO 35001

Analogous Standard

biorisk management

* : ‘. 3 2014:Working Group 5 begins ISO
i 35001 development

European Committee for
Standardization (CEN) Workshop

Agreement (CWA) P o -

S ?.il | ISO 35001 is principally based on
2007: CWA 15793 - Viewht CWA 15793
' ISO 35001 designed to be consistent

with other ISO management system
standards: ISO 14001 & ISO 45001

2008 adopted

201 | renewed

ISO 35001 establishes performance
requirements for lab biorisk
management

201 1: CWA 16335 — Biosafety
Professional Competencies

2012: CWA 16393 — Guidance
Document to CWA 15793

An informative implementation
annex was approved in the initial
scope, but deferred due to time
constraints

CWA 15793 HAS EXPIRED

| Glotal Chemical and
Y | Biclogical Security
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ISO 35001 Elements Include )
* Biorisk Management Policy |
* Hazard ldentification, risk assessment and risk control SucceSSfU| ‘

* Roles, responsibilities and authorities

¢ Training awareness and competence i m p I eme nta‘tl on Of
* Operational control I So 3 5 00 I req u i res

* Emergency response contingency plans

* Inventory monitoring and control SpECial ized eXpe I"tise
. Occ.upational .me-dicine. o in biOI"iSk

* Accident and incident investigation

* Inspection and audit man agement.

* Biorisk management review

I Glotyal Chemical and
= Binlogical Security
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How might WG5S outputs enable global adoption of ISO 350017

The Roadmar

Commitment

Cross
Functional
Teams

\ Policy ]
L Statement i

- 7

Mgt
Representative | Communication

I

.

Emergency §

Completion
- Response !

of 1t Cycle

CJ-bJECtT‘VPj ‘
& Fargets

Mot formally evaluamed in I':'HS—MS
U irnProcess —

_ Completed
' Behind

g In Process/Continually Changing
EHS-MS Phase

Source: POIlnger USDA ARS Symposmm Feb. 19,2019
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Informative document precedents

ISO 45001 ISO 35001

Occupational Health and Safety

The standard is based on OHSAS 18001,
conventions and guidelines of the International
Labour Organization including ILO OSH 2001, and
national standards.

Includes an informative Annex that serves as
Implementation Guidance for the Standard

Laboratory Biorisk Management

The standard is based on CWA [5793, but does not
presently include an Annex clarifying
implementation guidance, as was envisioned in the
original proposal.

Analogous materials exist:
* CWA 16335 - Biosafety Competencies

* CWA 16393 - Guidance Document to CWA
15793

| Global Chemical and
B Biological Security
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OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals 2019

Standard

* Developed for laboratories carrying out

veterinary diagnostic tests and
surveillance, as well as vaccine
manufacturers and regulatory
authorities.

*  Primary objective is to provide
internationally agreed diagnostic
laboratory methods and requirements
for the production and control of
vaccines and other biological products.

*  Four major chapters

¢ Chapterl.l.4 - Biosafety and
Biosecurity: Standard for
Managing Biological Risk in the
Veterinary Laboratory and Animal
Facilities

Companion Chapter

Chapter 2.1.3 — Managing Biorisk:
Examples of Aligning Risk
Management Strategies with
Assessed Biorisks

Outlines requirements and
responsibilities to be addressed in the
management of biorisk in veterinary
laboratories

Provides two working examples of the
risk assessment process in a fictional
laboratory setting

| Glotyal Chemical and
- Binlogical Security
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Discussion Question

What additional needs might WG5 focus on?

| Global Chemical and
J_L Biological Security
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How might we fulfill these needs?

Based on what the Working Group determines it wants to accomplish, the options available to
for additional ISO 35001 products are list below, and explained in greater detail over the next
few slides.

The following slides will review types of deliverables developed by ISO.
¢ ISO Standards

ISO/TS Technical Specifications

ISO/TR Technical Reports

ISO/PAS Publicly Available Specifications

IWA International Workshop Agreements

ISO Guides

Points sourced from ISO website

|

Global Chemical and
Biolpgical Security
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International Standards

An International Standard provides rules, guidelines or characteristics for
activities or for their results, aimed at achieving the optimum degree of order in
a given context.

It can take many forms. Apart from product standards, other examples include:
* test methods,

* codes of practice,
* guideline standards and

* management systems standards.

Points sourced from ISO website

I Global Chemical and
U Binlogical Security
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Technical Specification )

* A Technical Specification addresses work still under technical development, or ‘
where it is believed that there will be a future, but not immediate, possibility
of agreement on an International Standard.

* A Technical Specification is published for immediate use, but it also provides a
means to obtain feedback.

* The aim is that it will eventually be transformed and republished as an
International Standard.

Points sourced from ISO website

I Global Chemical and
= Binlogical Security



SANDIA NATIONAL LABORATORIES I

:I'echnical Report |
* A Technical Report contains information of a different kind ‘
from that of the previous two publications. |

*It may include data obtained from a survey, for example, or
from an informative report, or information of the
perceived “state of the art”.

| Global Chemical and
_ Biclogical Security
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Publicly Available Specification )

* A Publicly Available Specification is published to respond to an urgent market need, ‘
representing either the consensus of the experts within a working group, or a
consensus in an organization external to ISO.

* As with Technical Specifications, Publicly Available Specifications are published for
immediate use and also serve as a2 means to obtain feedback for an eventual
transformation into an International Standard.

* Publicly Available Specifications have a maximum life of six years, after which they can
be transformed into an International Standard or withdrawn.

Points sourced from ISO website

| Global Chemical and
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International Workshop Agreements |

An International Workshop Agreement is a document developed outside the ‘
normal ISO committee system to enable market players to negotiate in an “open
workshop” environment.

International Workshop Agreements are typically administratively supported by a
member body.

The published agreement includes an indication of the participating organizations
involved in its development.

An International Workshop Agreement has a maximum lifespan of six years, after
which it can be either transformed into another ISO deliverable or is
automatically withdrawn.

Points sourced from ISO website |
| Global Chemical and
Y | Biologjcal Security
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Guides |

Guides help readers understand more about the main areas ‘
where standards add value.

Some Guides talk about how, and why, ISO standards can make it
work better, safer, and more efficiently.

Points sourced from ISO website

I Global Chemical and
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Types of deliverabl!

http://www.iso.org/iso/home/standards_development/deliverables-all.htm?type=standard

| . 1so o G T T
GC) . Specification
= International Standards | £ TS PAS TR
=
- | ! |
o Proposal Proposal | Proposal = Proposal
H | » ISO/TS |
= Technical Specifications 3 |
g NP NP NP
8 —.—— e
= | * ISO/PAS |
& WD WD WD
© Publicly Available Specifications --— v

co | DTS DPAS | DTR

T —

* ISO/TR

Technical Reports

Informative
only

DIS

;

FDIS

Points sourced from ISO website
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Process

Points sourced from ISO website

FAST TRACK

i
O MW N a

NP

(new work item proposal)

4

Building expert consensus

Consensus building within

TC/SC

|

Enquiry on DIS

(Draft International Standard)

4

Formal vote on FDIS

(proof check by secretariat)

\}

Publication of

International Standards

DELIVERABLES

—

WORKSHOP ROUTE

First CD (Committee draft)

or ISO/PAS (Publicly
Available Specification)

DIS or ISO/TS (Technical
Specification)

ISO/TR (Technical Report)
for non-normative
documents

Final text for processing
as FDIS (Final Draft
International Standard)

Final text of International
Standard

ISO International
Standard

International workshop
Agreement

@ |

Global Chemical and
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» 00 Preliminary stage (optional)
» 10 Proposal stage

» 20 Preparatory stage

» 30 Committee stage (optional)
» 40 Enquiry stage

» 50 Approval stage (optional)

» 60 Publication stage

Points sourced from ISO website

Main Stages of IS

10

20

60

International
Standard

(15)

/A NATIONAL LABORATORIES

—————————

_________

—————————

_________

—————————

_________

TS or PAS
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3 months by
default
2 months
possible

Main stages, e ngs

2 months by 2 month
optional default translation
optional; 3 or 4 (all ISO)
months possible 3 month ballot

"wp | | oD | Gprn
N 2 ___ = _J T
Opt out i FDIS E

2 month ballot

> [ Publication ]
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Timeframes (track

Track | Track 2 Track 3
M| stige [1088 (3} M| sage [0 (T} [ M] stage [1098 (T}
1] 20 1| 20 E 20
. 5 I E3 (=]
At start of project - choose: |7~ 5 o
Accelerated:Track | e I Y =
|2 months to DIS 5 — e e
24 months to publication e e 5] Preparaion
Default:Track 2 £ il IV = s B
®0 ﬂ ﬂTrau'.lalion - ' E
24 months to DIS 2 2]
. . (23 | DIS ballot [ 28 |
36 months to publication » E1
122 | eparation 33
Enlarged:Track 3 3 paeson ]
38 &0 & 36 40 a
36 months to DIS %Tﬁmslaﬁon
48 months to publication — ] s o
.ﬁ ng;qﬂ::mﬁmwammmmmmammamw ﬁ
S | e
Points sourced from ISO website i = o otientor | |
Document crcuiated bo (30 member bodies for DISFDIS woie. 48 ﬁl} i mmha\ll’ (Ehmmﬂ‘amﬁ
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WG working space and resources

’I Global Chiemical and
U Biological Security
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. f t .
Francais | Py W Member area
Standards About us Standards Development News Store Search ISO ,O

Technical committees Deliverables Who develops standards Why get involved? Resource area

Standards D » Technical committees » ISO/TC 212

ISO/TC 212 Clinical laboratory testing and in vitro diagnostic
test systems

Quick links
About Contact details Structure Work programme
(drafts and new work items of ISO/TC 212)
Liaisons Meetings Tools

Business plans

Working area on ISOTC and Public

Secretariat: ANSI information folder

Secretary: Mr. David Sterry

Chairperson: Dr Donald M. Powers until end 2015

ISO Central Secretariat contact: Mrs Mary Lou Pelaprat
Creation date: 1994

Scope:

Standardization and guidance in the field of laboratory medicine and in vitro
diagnostic test systems. This includes, for example, quality management, pre- and
post-analytical procedures, analytical performance, laboratory safety, reference
systems and quality assurance.

Excluded:

= generic quality management standards dealt with by ISO / TC 176;

= guality management standards for medical devices dealt with by 1ISO / TC 210;

- reference materials guidelines dealt with by the ISO Committee on Reference
Materials (REMCO);

= conformity assessment guidelines dealt with by the ISO Commitiee on

Conformity assessment (CASCQ). I Global Chemical and
= Binlogical Security
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Committees)

ISO/TC 212 Clinical laboratory testing and in vitro diagnostic

test systems

Quick links

About Contact details Structure
Liaisons Meelings Tools
Secretarat: ANSI
Secrefany Mr DNiavid Stermy
150 Standards Development * ISOTC home
@ ISO/TC 212 "Clinical laboratory testing and in vitro diagnostic test systems"
Navigation Menu &
Comittee Home L Library ©® Ballots
Child (?onmttef?s ' Type Name Sie
Eorrrvr(lsttze Projects I3 00. secretariat w orkspace 4 tems Type  Reference
I:;A ”‘ies BB 01 Rubsc fitormaic 3 tems B G 0n SO 35001, Laboratory biorisk
pplications = ~
My Comittees B 00 Generalconmitics docients 124 tems aB 397 Approval of aisons to ISO TC 212
as Resolution 398: Category D Liaison with A-PBA

My Tasks [ 03. Meetings and resolutions 14 ters

B 04, Frojoct L SR 1SO18113-1:2009
N Documeneslist - o SR 1S0181132:2009
Mermber List L5 05. Drop-in box for members keye SR 1SO 18113-3:2009
Emeil to Secretary [23 08. Balloting and commenting 2 terms SR 1SO18113.4:2009
Mai Archive 2
Committee News SView ore
Committee Task List . @ Meetings

=
N-Documents Notification =] New Forums
Notification Report o ISO/TC 212 Forum Title v Date Country City
Send documents to ISO/CS 21st meeting 2015 Noverrber South Africa Pretoria

Email to Members
Secretary Member List

& structure
Type Name

ISO/TC 212/JWG 05 "Laboratory biorisk management”

ISO/TC 212/WG 01 "Quality and competence in the medical laboratory"
ISO/TC 212/WG 02 "Reference systems”

ISO/TC 212/WG 03 "In vitro diagnostic products”

ISO/TC 212/WG 04 "Microbiology and molecular diagnostics”

eeeees

© overview

Work programme
(drafts and new work items of ISQ/TC 212)

Working area on ISOTC and Public
information folder

:ﬂ pelaprat@iso.org ( Technical Program N

End v

2015-01-09
2015-01-10
2015-01-10
2015-03-16
2015-03-16
2015-03-16
2015-03-16

Status
Proposed

Scope:  Standardization and guidance in the field of laboratory rvedlane and in vitro diagnostic test systems.

indudes, for example, quality pre-and post: lytical pr
laboratory safety, reference systems and quality assurance.

Exduded:

, analytical performan

|

Global Chemical and
Biological Security
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1SO Standards Develop

@ ISO/TC 212 "Clinical laboratory testing and in vitro diagnostic test systems

Navigation Menu &

Conittee Home
Child Committees 3
Committee Projects
User Guides

1SO Appiications
My Committees

My Tasks
N-Documents List
Member List

Email to Secretary
Mail Archive
Comnittee News
Conmittee Task List

N-Documents Notification
Notification Report

Send documents to ISO/CS
Email to Members
Secretary Member List

:d' pelaprat@iso.org ( Technical Program N

[ Library @ Ballots
Type Name Size
L] 00. Secretariat w orkspace 4 tems Type Reference
B2 01. Rublc iiforivation 3 tems as & on ISO 35001, Laboratory biorisk
B 00/ Ganeralco b dochiEnts 124 tems as Resolution 397 Approval of faisons to ISO TC 212
as Resolution 398: Category D Liaison with A-PBA
(8] 03 Meetings and resolutions 14 tems.
o) 55 I SR 1SO 18113-1:2009
N ems
S04, Frojects SR 1S018113.2:2009
|2 05. Drop-in box for members 0 tems SR 1S018113-3:2009
L 08. Balloting and commenting 2 tems SR 1SO18113.4:2009
Hview more
(] Meetings
=
=l New Forums
o ISO/TC 212 Forum Title » Date Country City
21st meeting 2015 November South Africa Pretoria

'Q‘ Structure
Type Name

w

End v

2015-01-09
2015-01-10
2015-01-10
2015-03-16
2015-03-16
2015-03-16
2015-03-16

Status
Proposed

:
ISO/TC 212/WG 01 "Quality and competence in the medical labo
ISOITC 212/WG 02 "Reference systems”

ISO/TC 212/WG 03 "In vitro diagnostic products”

g

B

ISOITC 212/WG 04 "Microbiology and molecular diagnostics"

Navigation Menu &

Committee Home
Child Committees »
Conmittee Projects
User Guides

150 Applications
My Conmmittees

My Tasks
N-Documents List
Member List

Email to Secretary
Mai Archive
Committee News

N-Documents Notification
Notification Report

Send documents to ISO/CS
Email to Members
Secretary Member List

L Library

Type Name

L 00 Secretariat w orkspace

=3 01. Public information

(8] 02. General committee documents
(8 03 Meetings and resolutions

[ o4 Projects

£ 0s. Drop-in box for members

3 o0s. Ballofing and commenting

bzlvlew more

";zj New Forums
o ISO/TC 212/IWG 05 Forum

¥ structure
Type Name

Size

0 ltems
0 ltems
0 ftems
1 tem
0 ltems
0ltems

2 ltemms

ISO/TC 212 “Clinical laboratory testing and in

vitro diagnostic test systems”

q.
@ ISO/TC 212/IWG 05 "Laboratory biorisk management”

ail pelaprat@iso.org ( Technical Program Manager j
@ consultations

Type Reference End v
No active ballots.

(©] Meetings
Title v Date Country  City Status

2015-
1st 01-13 to United
meeting 2015-  Kingdom LondonGonvened

01-14

© overview

Globel Chemical and
Biological Security
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Notifications — ne WSSy

N Number Title (Description) Exp. Action Due Date Version Date
_ _ _ o ey 22001 Comments 1yeq None  2014-12-16

You will receive email notifications
of new documents and any N3 Design Specfication for 1nrp None 20141216

expected actions
Download all documents as ZIP : ZIP-File

Access to ISO/TC 212/IWG 5 : Committee Homepage

*N-documents list

E N-Documents ISO/TC 212/JWG 05 "Laboratorybiorisk management”

Navigation Menu & ISO Standards Development » ISOTC home »#ISO/TC 212 "Clinical laboratory testing and in vitro diagnostic test systems"

Comuee v JSO/TC 212/JWG 05 "La

Child Committees
Committee Projects
User Guides

1SO Applications
My Comnittees (word or phrase to be found anywhergfin the title)
My Tasks

N-Documents List

ratory biorisk management"
N-Numbered Document Search

Document title:

Creation Date N-Number Range

From: From: From: :] Type

Email to Secretary Sub
< s v 5

Mail Archive [ 1 1 D Type
Committee News
Committee Task List N 4 Documentf Found [ displaying: 1 -4 ] Number of Documents per page I 50 Vl | Print this page ” Reset ]
N-Documents Notification
Notification Report N-Documents

Send documents to 1ISO/CS

Erivil 15 Merbers Copy ) Ybve 3% Delete [T} Zip&Download [ | Zp&E-mail | | Emmilink % Print

Secretary Member List Type N Nugfer Title (Description) Size  Document Type  Document Sub Type | Exp. Action
Od E] 4 N4 AWI 35001 Comments 20141216 121 KB Meeting Other meeting document  INFO
[l @] 3  N3Design Spedfication for ISO 35001 20141216 300kB  Meeting  Other meeting document  INFO
- N1 N2 ISO TC 212 JWGS5 Notice of meeting and draft agenda London UK
O /| 5015011314 1MB Meeting Meeting agenda INFO | :
0. i N1 N2 ISO TC 212 JWGS Notice of meeting and draft agenda London UK A Mt e . T l (&Lbhailmhﬁmmtam
e i B ——— — Biclogical Security




WG Consultation
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* You will receive Email notifications of WG/JWG

* Access e-balloting using your Global Directory login

eBalloting Portal

EBALLOTING

©® COMMITTEE INTERMAL BALLOTING

Types: ClB

Click to bookmark

@  WORKING GROUP CONSULTATION

Types: WG

Click to bookmark

ABOUT

GUIDE TO THE APPLICATION

GUIDE FOR COMMITTEE SECRETARIES

HELPDESK

GUIDE TO THE APPLICATION

HELPDESK
= 2 pelaprat@iso.org
Working Group consultatior R
Search | Tools & | Help ~ |
All open | New last 2 weeks | | Closing in 2 weeks J Closed last 2 weeks | m
Type: IAI | Reference or Title:| | (® Start date:frum| |@ I Search |
Status: [A1 [%] working Group:  [ENLCEENIMNNNN v| OEnd date: to | =1 Reset |
| New Consultation 5 |
Type Working Group Reference Vote Result Status Startdate Enddate = Role

To start your search, please define one criterion (or several criteria) to search for.

|

Global Chemical and
Biological Security
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— ——Using Webexfora WG meeting —_

@ Remember — only call a physical meeting when it is
necessary in order to discuss committee drafts or matters of
substance that cannot be settled by other means.

@ Webex phone/internet conferencing system: available free of
charge to ISO members, committees and working groups for
all ISO-related work.

@ Contact webconferencing@iso.org to get a Webex account
and see ISO Connect for instructions on how to use Webex:

https://connect.iso.org/display/it/\Web+Conferencing+Resource+Page

I Global Chemical and
= Biological Security
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— ——Using Webexfora WG meeting —
What do you need to organize an ISO web meeting?
WebEXx Account

Computer
Headset or Telephone (preferable)

Host Meeting Link (https://iso-meetings.\WebEx.com )

Webcam (optional)

© © ¢ o ¢ o

Tranquil work area free from noise or other distractions
(recommended)

I Global Chemical and
= Biological Security
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— ——Using Webexfora WG meeting —_

Before your first meeting

@ Test your computer’s ability to join a web meeting

@ Test any other devices you plan to use

@ Schedule a practice meeting with a willing participant:
o Practice sharing applications or your desktop

o Practice using the Webex control panel (list of participants,
sending text messages, etc.)

@ Follow the instructions given in First_ Time Organizers.pdf
https://connect.iso.org/download/attachments/3178550/First Time
Organizers.pdf?version=1&modificationDate=1383832285000&a

pI=v2

@ Follow the Tips for a successful meeting

I Clobal Chemical and

Need help? send your request to webconferencing@iso.org Biological Securfty




