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In the beginning - Charles Benjamin Dudley formed the
ASTM and began the concept of consensus standards

ASTM established in 1898 to bring
together suppliers and customers
in Technical Committees

Committees provide
representatives of every interested
party

Specifications and Methods
established by consensus

Created periodic review, revisions
and updates as part of the process
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In 1908, ASTM set rules regarding committee balance, 2/3 majority
vote, and weighting of negatives. Most SDOs follow these today

The basic structure of checks and balances, designed to ensure
fairness of standards, is still in place today
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The NBS, established in 1901, met great resistance with
industry because no one wanted forced national standards
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Americans “loved” setting
standard specifications, and
methods based on consensus of
all stakeholders.
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In 1970, the EPA was established and due to litigation a system of e

federally developed methods was created

. Craftsman approach

’ USGS

? ASTM

Consensus begins

7 f Industrial Revolution

NBS

APHA Standard Methods
Water Analysis

‘ ASTM D19 on Industrial Water

ASTM D19 enters wastewater
testing

ASTM D19
. standardizes Form
and Style of Test
Methods

Analysis

Standard Methqg
Analysis of Water and
Wastewater

. ASTM D
|

Standardization by Consensus

EPA

APHA, AWWA, and WPCF
Standard Methods Water

ds for theg

19 on ther

SM 14t edition consolidates all
water and wastewater methods

EPA validates series of
methods using ASTM
D2777

‘ NTTAA and Circular 119

EPA creates ATP
process

EPA requires QC

Government methods

section in all methods

' Performance based?
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At first EPA and consensus standard development organizations collaborate

freely in method validation and sharing data

Y samples for trace elements to D19.05.04 for use in conducting a round robin
study on inductively-coupled plasma (ICP} methodology.
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But due to litigation, a large number of federally developed
and mandated methods became the norm

APHA Standard Methods
Water Analysis EPA

. Craftsman approach ‘ ASTM D19 on Industrial Water

SM 14t edition consolidates all
ASTM D19 enters wastewater water and wastewater methods
. USGS testing

EPA validates series of
ASTM D19 i
Industrial Revolution r standardizes Form

methods
and Style of Test
, ASTM

Methods

. NTTAA and Circular 119

EPA creates ATP
. process
EPA requires QC
section in all methods

APHA, AWWA, and WPCF
Standard Methods Water
Analysis

NBS

Standard Methqgds for the
Analysis of Water and
Wastewater

. ASTM D19 on Water

. Performance based?

Government methods

Consensus begins Standardization by Consensus
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The National Technology Transfer and Advancement Act (NTTAA)
“tells” EPA and other federal agencies to do what was done before

Public Law 104-113 1995 - NTTAA encourages formal

104th Congress
An Act

d i f Nati |
508 O TSN SRS 1900 O S s 10 a opt|on (o) ational Consensus

to inventions made under cooperative research and development agreements, _ Mar- 7. 1996
and for other purposes. [HR Z196]

Be it enacted by the Senate and House of Representatives of

the United States of America in Congress assemblec, Natioral Sta n d a rd S fo r A m e ri c a n re g u I a to ry

SECTION 1. SHORT TITLE L 2 4
This Act may be cited as the “National Technology Transfer é*d"'“‘“me"h"ﬂ

and Advancement Act of 1995 ]{SILBEE_» 2701 Y
& 3 note.
agencies.
The Congress finds the following: note.

ringing technology and industrial innovation to the
marketplace is central to the economic, environmental, and
social well-being of the people of the United States.

(2) The Federal Government can help United States busi-
ness to speed the development of new products and processes
by entering into cooperative research and development agree-
ments which make available the assistance of Federal labora-
tories to the private sector, but the commercialization of tech-
nology and industrial innovation in the United States depends
upon actions by business.

(3) The commercialization of technology and industrial
innovation in the United States will be enhanced if companies,
in return for reasonable compensation to the Federal Govern-
ment, can more easily obtain exclusive licenses to inventions
which develop as a result of cooperative research with scientists
employed by Federal laboratories.

SEC. 3. USE OF FEDERAL TECHNOLOGY.

Subparagraph (B) of section 11(e)(7) of the Stevenson-Wydler
Technology Innovation Act of 1980 (15 U.S.C. 3710()(7T)(B)) is
amended to read as follows:

(B) A transfer shall be made by any Federal agency under
subparagraﬁh (A), for any fiscal year, only if the amount so trans-
ferred by that agency (as determined under such subparagraph)
would exceed $10,000.".

SEC. 4. TITLE TO INTELLECTUAL PROPERTY ARISING FROM COOPERA-
TIVE RESEARCH AND DEVELOPMENT AGREEMENTS.

Subsection (b) of section 12 of the Stevenson-Wydler Technology
Innovation Act of 1980 (15 U.S.C. 3710a(b)) is amended to read
as follows:

“(b) ENUMERATED AUTHORITY.—(1) Under an agreement entered
into pursuant to subsection (a)(1), the laboratory may grant, or
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OMB Circular A-119 emphasizes the NTTAA and says “use
VCSBs”

Use Voluntary Consensus
Standards in lieu of government-
unique standards 1. What s The Purpose Of This Circular?

This Circular establishes policies to improve the internal management of the Executive Branch.
Consistent with Section 12(d) of P.L. 104-113, the "National Technology Transfer and Advancement
Act of 1995" (hereinafter "the Act"), this Circular directs agencies to use voluntary consensus standards

P rOVi d es gu id a n ce fo r age n Cies in lieu of government-unique standards except where inconsistent with law or otherwise impractical. It

also provides guidance for agencies participating in voluntary consensus standards bodies and

pa rtici pati ng i n VCS BS describes procedures for satisfying the reporting requirements in the Act. The policies in this Circular
are intended to reduce to a minimum the reliance by agencies on government-unique standards. These
policies do not create the bases for discrimination in agency procurement or regulatory activities among
standards developed in the private sector, whether or not they are developed by voluntary consensus
standards bodies. Consistent with Section 12(b) of the Act, this Circular directs the Secretary of

Commerce to issue guidance to the agencies in order to coordinate conformity assessment activities.

REd u ce rel ia n ce by age n Cies O n This Circular replaces OMB Circular No. A-119, dated October 20, 1993.
government standards
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But what is a Voluntary Consensus Standard Body (VCSB)? o

® A VCSB operates according to: Domestic or International
organization that:

® Openness Plans Develops  Establishes
® Balance of Interest
® Due Process

® Appeals Process

® Consensus

Standards based on agreed upon
development SOPs.

10
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VCSB methods are the only way, other than EPA developing a
method, to get new methods into regulation. Do you have a say?

TaBLE IB - L1sT oF ArPROVED INORGANIC TEST PROCEDURES

P ) . Standard
VCS B s I n CI u d e : pa[amEter methOdS USGS/AOAC/OthE[

1. Acidity, as CaCO3,
mg/L

1 . Sta n d a rd R ALCITT AN o= 100 Floctrometric or Colorimetric titration to pH 4.5, 9320 B.2011 D1067- 973.43,21-1030.85. 2

mg/L Manual 1
Methods

Electrometric endpoint or phenolphthalein endpoint

3102 (Rev.

1 2
Automatic 1974) 1-2030-85.
2 ° AST M - Sl = i), Digestion, 4 followed by any of the following
mg/L
3 . AOAC ' : 3111 D-2011 or
AA direct aspiration ® 111 E2011 1-3051-85. 2
AA furnace 3113 B-2010.
2009, Rev.
STCFAA 2.2 (1994)
2005, Rev
42 (2003); % D1976-
38 T 50
ICP/AES 2007, Rev. 3120 B-2011 1 1-4471-97 %

A A 400N

Incorporation by reference is used primarily to make privately
developed technical standards Federally enforceable
11
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Many people do not realize that there are thousands of
VCSBs incorporated in Federal Regulations

21 CFR

All CFRs

m ASTM = Standard Methods = AOAC

40 CFR

@

m ASTM m Standard Methods \‘
= AOAC m ANSI
m ISO = API

m ASTM = Standard Methods = AOAC
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The World Trade Organization (WTO) adopted a set of principles to whici? S
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VCSBs (SDO) must comply to be considered International Standards
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| of Internatlonal Standards Development
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100ls and channels.
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/ ) U ASTMIntormational S1ff and Mmombors work 1o avold
duplication and to collaborate in ordet to pursue
s ﬁ i In
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a B “@" y 0 ASTM Inteinational s cognizant of the naads of daveloping Countries shown thiough
% Ll 100+ Memotandum of Undasstanding partnceships W national and tegional
0 standards bodios I 9 provides access to
S ._--— the process, and many a
Ve

ASTM International is committed to these principles as defined by the
World Trade Organization's Agreement on Technical Barriers to Trade.

Openness

Transparency

Impartiality and Consensus

Effectiveness and Relevance

Coherence

Development Dimension

13
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Openness means everyone is involved and guarantees S

participation to those who are directly or indirectly affected

v
7\



ElsHIMADZU

Transparency — all information under consideration and final results are easily
accessible during method development to all interested parties

V Proposals for new standards are readily available

Activity made public

o .
= Anyone may participate

15
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Impartiality and Consensus — no privileges to any one group

Standardization —
voluntary process with
pre-specified rules

Technical Committees —

new or modified
standards

Defined balloting
process
Balanced roster

Well defined form and
style

Pre-defined validation
procedure

Pre-defined Inter-Lab
study procedure

Negatives

Appeals process

16
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Standards are developed to respond to regulatory and market needs s

Reflect scientific
and
technological
development

No adverse
effects on fair
competition

Cannot stifle
innovation

Periodic
review and
updates

Applicable
world-wide

Many designed to meet UN
sustainability goals

GLEAN WATER
AND SANITATION

17
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Coherence means SDOs avoid duplication, overlap, or
collaborate with other SDOs

® Collaborate with other committees
within the SDO

e® Collaborate with other SDOs

® Formal liaisons and written
agreements

18
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SDO’s work with developing countries and share expertise,
ensuring they have availability to new standards

19
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A brief description of Standard Methods for the Examination of
Water and Wastewater method development process

Part 1000 Quality Assurance

Part 2000 Physical and Aggregate Properties

Part 3000 Metals

Part 4000 Inorganic Nonmetallic Constituents

Part 5000 Aggregate Organic Constituents

Part 6000 Individual Organic Compounds

Part 7000 Radioactivity

Part 8000 Toxicity

Part 9000 Microbiological Examination

Part 10000 Biological Examination

20
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The Standard Methods Organization

American Public Health

Association (APHA)

Vs

APHA Editor}

A8

C )
memmd 3000

)
— =)

)
semed 10000

American Water Works

Association (AWWA)

-~

AWWA
Editor

Water Environment Federation

(WEF)

Ve

WEF Editor }

A

)
1000

—

— )

e

Standard Methods Manager acts as secretary to the JEB and a Managing Editor.

21
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The JTG develops a method and writes Draft A

Unam!lguous set o'

Instructions

Description and Scope

Reagents and Materials

Holding times, shelf lives Detection limits, range

Operating Conditions

"

Ruggedness Single lab validation

J}m

L

22
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The multiple lab study is described in SM 1040 B, and is similar to
AOAC, ISO and ASTM procedures.

Same matrices
Different labs

Different operators
Different equipment

23
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The main purpose of the collaborative study is to confirm the method is

“transferable” and provide between lab variability

At least three labs
Three or more

concentrations
sample 1 5166 +0.154
Al
sample 2 4.04+0.165
sample 3 1.933£0.076

[10 HAz.n [25 [3.0 [35 [40 [45 [50 [55 |

“ Three or more matrices
i Example =5 labs, 4 concentrations in
' ' triplicate

24
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JTG Draft balloted and then passed through the PC to the JEB editor

JTG Ballot
Draft A

am) Oy - Mégﬁ[(g)lrng

4 weeks

1 7/

JEB editor

SM
Manager

25
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There may have numerous JTGs at the same time, in various stages w:'_j_jf--«.

of completion = e

Editor

[ JTG JTG ITG
— PC . ‘ ‘ J

— PC ITG ITG ITG ITG
B - | | J I

26
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The JEB votes on Draft B

JEB Ballot
Draft B

Managing
Editor

JTG Edit ->
Ballot

4 weeks

—

Draft C

27
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Draft C is then balloted at the main Committee, negatives go back to PC and JTG

Negatives must have
a comment

All negatives
addressed

Repeat

entire o
4 E\.-;;_ BACK To THE
process ‘ NG DRAWING BoARD
from Draft A =

Persuasive negatives

May re-ballot with
just negatives

Persuasive
Negatives

28
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A Draft C ballot with no technical negatives is considered
complete

No
Persuasive Publication
(on-line)

Publication

Draft C Main Ballot Typesetting

Technical (next book)

Negatives

29
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Example of the timeline — method development is a detailed process
explaining why details matters

Depending on complexity of method, and motivation of task group, a new
method could take years

Method validation _ P
JTG Ballot JEB Ballot Main Ballot O/
® 6 months - years \)

30
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Any Questions?

Contact Information

William Lipps
wclipps@Shimadzu.com

Shimadzu Scientific Instruments, Inc.

www.ssi.shimadzu.com
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