MEMORANDUM

To: Dr. Jeff Flowers
ELAB Chairman

From: Mr. Gary Dechant
ELAB Laboratory Management Workgroup Chair

Date: August 10, 2009

Subject:  Crosswalk and Comparison between the EPA OW Laboratory Certification,Rrocess and the
TNI Environmental Laboratory Sector Accreditation Standard

The Environmental Laboratory Advisory Board (ELAB) Laboratory Management \Workgroup is
providing the text and tables that follow as a product of the charge from EIWAB to prepare a crosswalk and
comparison between the EPA OW Laboratory Certification Process and the #NhERvironmental
Laboratory Sector Accreditation Standard.

The ELAB was tasked with the comparison of the requirements of thexdrinking water program as
specified in the Manual for the Certification of LaboratoriestAnalyzing Drinking Water (Fifth edition
EPA 815-R-05-004, January 2005) (Manual) and the requirements specified in The NELAC Institute
(TNI) Quality Systems Standard (QS). The Manual is'intended to assist EPA in certifying laboratories for
the analysis of drinking water contaminants under the Safe Drinking Water Act. The Manual is also used
by State certification programs as guidance, as noted‘in the Disclaimer of the Manual. The Manual is a
program quality plan specific developed to support the SBWA program. The TNI Standard is a
consensus standard intended to support the' TNI National Environmental Laboratory Accreditation
Program, including accreditation drinkifng water laboratories. The Standard is a quality systems
document developed to address general*quality practices and does not address any specific program
requirements.

An initial comparison of the documents was done by Eastern Research Group (ERG) and the results were
submitted to ELAB. EL#AB then assigned the Laboratory Management Workgroup (LMW) to review the
comparison and submit aidraftto ERAB for consideration. The LMW workgroup petitioned the
laboratory and regulatory stakeholders and created the final review committee that consisted of ELAB
members, TNI niembers, state accreditation authorities, drinking water laboratories, members of AWWA
and membersf the/EPAudrinking water certification group.

The Manual iISiconsidered by the EPA to be a guidance document for drinking water labs. The word
“shoudld® in the Manual does not connote a requirement but does indicate EPA’s strongly preferred
approach te ensure the quality of laboratory results. Generally the term "must” in this manual refers to
elementsithat are required by the National Primary Drinking Water Regulations or the promulgated
drinking water test methods. The Manual uses the term "should” to describe criteria and procedures that
in OGWDW'’s judgment are necessary for laboratories to produce data that are scientifically valid and
defensible, and are of known and acceptable precision and accuracy. Many States have incorporated all
or part of the Manual into their State regulations, and in those State regulations, the word “should” is
replaced by “must” to indicate requirements.

The accreditation standards developed by (TNI) are standards used by TNI National Environmental
Laboratory Accreditation Program Accreditation Bodies (NELAP ABs) for accrediting laboratories.



OGWDW has recognized the TNI standard as an alternative guidance to the Manual, and has accepted the
TNI accreditation as equivalent to EPA's Laboratory Certification for drinking water compliance samples.

The LMW, tasked with comparing the Drinking Water Program (which includes the Manual) to the TNI
standard determined that using the assumption that the Manual is being implemented as a requirement,
rather than guidance, greatly facilitated this process. In addition, the LMW did not attach significance to
any item. The LMW acknowledges that many items cover issues that are of significantly greater cost or
have a much greater impact on the data quality in support of the drinking water program than do other
items and would stress that the significance of issues be included in any final evaluation. The LMW also
did not address any issues covering health and safety. Although both documents do address saféty in
some fashion, the extent to which it is assessable was undetermined.

A significant limitation in this study is that it was not possible to examine all the reguirementsfound in
the individual methods. The Office of Water laboratory certification program jis based onithe laboratory
using only methods from a list of specific regulated methods. The methods listed in‘Federal Regulation
often contain important information, such as quality control and quality asserance procedures, which may
not be present in the Manual. In addition, it incorporates regulatory repartingiand monitoring
requirements that are outside the quality scope specific to the TNI Standard.” On theother hand, TNI does
not have a fixed, specified set of approved methods and accreditsfto,most-analytical methods with the
regulated drinking water methods being a sub-set of the total methods\available for accreditation.
Because of the general nature of the TNI Standards it may contain elements not found in the Manual but
which are contained in individual methods or it may contain elements net applicable to drinking water
samples. Thus a side by side comparison of the TNI Standards‘and the Office of Water Certification
Manual may indicate missing features and requirements that are actually present in the individual
methods or may not be applicable at all.

The TNI Standard assumes that the methods €hosen for accreditation are commonly used, are readily
available and contain the specific directions, including QA/QC procedures, necessary to produce relevant
and meaningful data. The TNI Standard makes general reference to the utilization of standard methods,
but does not specifically recommend that a methed be chosen from a specific set of methods. The EPA
5th Edition Lab Certification Manualddiffers from the TNI Standard in that the EPA CM provides
additional guidance for using Rulesapproved methods, including additional guidance on those methods
that may not be includeddn the,methad itself. Much of this ancillary information contained in the EPA
CM is not described in TNhStandard» The TNI Standard assumes that methods will have all technical
information and QA/QC included in the procedure. Occasionally, this is not the case. When using Rule-
approved methodsthe lab mayshave to refer to the 5th Edition CM for additional details on running the
analyses. Additienallygsoeme state drinking water certification programs supplement the Office of Water
requirements with additional state specific requirements when they feel that there are inadequacies in the
individual methods. In this case neither document may capture the requirement.



Requirement Source

Subject

Document Titles

TNI Standard
Reference

Environmental
Laboratory Sector
TNI Standards
Adopted December
22, 2007

ISO OW/DWLCP
Reference Reference

Manual for the
Certification of
Laboratories
Analyzing Drinking
Water (Fifth
edition)(Manual)(EPA
815-R-05-004,
January 2005),
Supplement 1 to the
Fifth Edition of the
Manual for the
Certification of
Drinking Water
(Supplement 1)(EPA
815-F-08-006, June

0/R-94/173,
94) and
ed Test
ds).

CFR
Reference

Similarities

6\0

Differences

he TNI standard is a set of
requirements for laboratory
accreditation.

The Office of Water Certification
Manual was issued as a Guidance
Document that has been
incorporated by rule in many state
programs.

The comparisons in this table
between the TNI standard and the
OW CM is based on the assumption
that all of the guidance in the CM is
a requirement when states
implement the program..

Evaluation of
Certification
Program

EL-VIMI-2008.1

anual Chapter 111
Section 1

Similar sections, different
programmatic roles. The
Office of Water Certification
Manual (OW CM) and the
NELAC Institute (TNI)
Standard both describe the
roles, the responsibilities, and
the structures of their
respective programs.

Differences in the standards reflect
the differences between the overall
programs. TNI Standard outlines
aspects of its program in greater
detail by incorporating 1SO
language and addressing matrices
other than drinking water.




Requirement Source

Similarities !

Subject TNI Standard ISO OW/DWLCP CFR
Reference Reference Reference Reference
Requirements for EL-V1M1-2008.1, Almost all of | Manual Chapter 111 40 CFR Parts | Both programs require
Certification of EL-V2M1-1SO-2008 | TNI Standard | Sections 2, 13.1 and 141.23, successful analysisief PT
Laboratories - Section 7.11 and Reference 14, Chapter IV 141.24, samples as part of thein
Proficiency Testing | EL-V2M2-2008.1 EL-V2M1- Section 7.2.1, Chapter | 141.89 and approval and\engoing
1SO-2008 is V Section 7.2, and 141.131 conformange to their
ISO/IEC Chapter VI Section requirementss Bothiprograms
17011 7.4

Differences

require that the\PT samples be
handled as routine samples.
Both programs require that
the PT.samples be obtained
frem an approved provider.

OW-CM requires the laboratory to
pass one PT sample by analyte and
method (matrix implied as DW) per
year based on pass/fail criteria
published in 40CFR141. OW-CM
defines the target analyte list based
on regulated analytes. OW-CM
requires that the laboratory should
be able to provide documentation
that the person analyzing the
samples is a laboratory employee
who routinely analyzes drinking
water compliance samples.

The TNI standard requires the
laboratory to analyze two PT per
year per fields of proficiency testing
(FoPT) with a successful PT
performance history of 2 out of 3.
FoPT is defined as matrix,
technology /method and analyte.
FOPT analytes can only be changed,
approved and required by TNI. TNI
lists several specific areas covering
how data is obtained and used. TNI
accredits PT providers under a TNI
standard. TNI lists actions that
should not be taken with PT
samples, such as subcontracting,
analyzing PT samples for other labs
to gain accreditation, obtaining
results from PT providers, or
discussing PT results with other
labs.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference

Individual(s) EL-V1M1-2008.1 Almost all of | Manual Chapter 111 40 CFR Part | Each program has o
Responsible for the | Section 3.1and EL- | TNI Standard | Sections 3 and 10,40 | 142.10 authorities em
Certification V2M1-1SO-2008 Reference CFR Part certify or ac to
Program Section 3.2, TNI By- | EL-V2M1- 142.10(b)(3)(i)

Laws and TNI SOP | 1SO-2008 is

3-003-r8.6 ISO/IEC

17011

program\

Differences

he certification program is a
equirement of primacy for the
States. EPA HQ delegated some of
the responsibility in 142.10(b)(3)(i)
to the Regions. The OW CM
defines the role of the EPA, Regions
and States. The Certification
Authority (CA), Certification
Program Manager (CPM), and
Certification Officer(s) (CO) may
represent the State and Regional
personnel. The role of the
laboratory personnel, laboratory
director/manager or technical
manager, and quality assurance
manager are also defined

TNI Standard has Accreditation
Bodies whose authority is generally
derived from regulatory authority
acceptance of the accreditation
process. TNI assigns the
responsibility for accrediting states
(AB’s) to the NELAP board. This
authority cannot be delegated.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
On-Site Laboratory EL-V2M3-1SO- Almost all of | Manual Chapter 111 Both programs requi
Audit Team 2008.1 Sections TNI Standard | Section 4.1 appropriate
423,424, and Reference education/trai
425 EL-V2M3-
1SO-2008 is
ISO/IEC
17011

o'

Differences

W CM requires that auditors have
Bachelor’s degree or equivalent
education/experience in the field
they certify. OW CM requires that
the CO complete the appropriate
EPA laboratory training course. OW
CM has no requirement for
supervised assessments.

TNI states an assessor shall hold at
least a Bachelor’s degree in a
scientific discipline or have
commensurate experience acquired
by having performed verified
assessments of environmental
laboratories, and have completed
and attained a passing score on the
written examination of courses
approved by the employing
accreditation body on assessing
quality systems and all technical
disciplines comprising a technology
or combination of method and
technology that the assessor will
assess. Also states that an assessor
needs to have participated in one or
two on-site assessments under the
supervision of a qualified assessor
before performing an unsupervised
assessment.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Third Party Auditors | EL-V2M1-1SO- Almost all of | Manual Chapter 111 Both standards state the Appendix D of the OW CM manual
2008.1 Sections TNI Standard | Sections 3, 4.2 and Accreditation Bedyy(AB)'may /| discusses EPA’s policy on third
3.land 7.4.2 Reference Appendix D use a third-party assessor if party auditors and potential for
EL-V2M1- outside expertise,is required, | conflict of interest.
1ISO-2008 is so0 long as'the body,verifies
ISO/IEC the third party. is free'of TNI takes full responsibility for all
17011 conflictefiinterest and subcontracted assessments and
competent toyperform the assess the potential for conflict of
assessment. interest.
Plans for EL-V2M1-1SO-2008 | Almost all of | CW Manual Chapter OW CM's'CPM and TNI 's The TNI standard has pre-specified
Certification of Sections 4.6, 7.7.2 TNI Standard | 111 Sections 5 & 7 AB have similar procedures for certification. These
Laboratories and Reference responsibilities for planning procedures are detailed for the
Certification Process EL-V2M1- assessments. laboratory in Volume 1 and Volume
1SO-2008 is 2. OW CM refers to CPM as the
ISO/IEC individual responsible for
17011 developing and recording
certification plans, schedules, etc. A
similar comparison can be made to a
TNI Assessment Board (certifying,
auditing, and auditing record
keeping elements), who establishes
the plans and procedures for on-site
assessments.
The OW CM is a guidance manual
where the process is less
prescriptive, using terms like should
and may.
Principal State Not Found Manual Chapter 111 40 CFR Part TNI does not require that states

Laboratories

Section 6

142.10(b)(4)
as a condition
of primacy

operate a laboratory capable of
performing analytical measurements
for federally mandated
contaminants.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference

Terminology: EL-V2M1-2008 Almost all of | Manual Chapter 111, Both programs addr
Certified, Section 7.0 TNI Standard | Sections 8, 13, & 14 suspension, revocati
Accredited, Reference reinstatement
Provisionally EL-V2M1- the programs
Certified, Not 1SO-2008 is the requir
Certified, Interim ISO/IEC acti
Certification 17011

Differences

W CM uses certified and interim
ertification for entry into the
program, provisional certification
for labs during deficiency corrective
action process and not certified for
revocation. pAppeals and
reinstatement is conducted by the
certification authority.

TNI uses accreditation for entry and
suspension for resolution of serious
interm findings and withdrawal for
removal from the program.
Suspension is used for short term or
temporary removal from the
program until issues are resolved
usually with a particular analyte and
does not require reapplication.
Revocation or voluntary withdrawal
requires reapplication. There is no
status change when a laboratory is
correcting deficiencies not
significant enough to apply
suspension. The application process
is more formally documented and
TNI has a formal list of reasons for
denial. The appeals process allows
for evaluation by an independent
group. There are more reasons
under the TNI program for
suspensions or revocation. TNI
does not address interim
certification.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Detection Limits EL-V1M6-2008 Manual Chapter 111 Promulgated | Both programs requi
Requirements Section 1.5.2.2 Section 11.9, Chapter | Test Methods | methods that
(MDL) IV Sections 6.7, 7.2.9 | in40 CFR requirement
and 7.2.11, Tables IV- | Part 141

7, IV-8 and IV-9,
Chapter VI Sections
15,31,7.3,7.7.1,
7.7.2, and 8.5.10,
Appendix C, and
promulgated Test
Methods

A\
A\

S

Differences

W CM, 40 CFR Part 141 and
romulgated Test Methods specify
MCLs and list typical MDLs.
MDLs must be at or sufficiently
below the MCLs. The procedure for
calculating MDLs is also given.

The TNI standard does not specify a
procedure for determining the LOD
(EL-V1M4-2008, 1.5.2) merely that
if a procedure is mandated by a
method or regulation, that that
procedure is to be used and it is to
be properly documented. While the
TNI does not require the use of the
fixed reporting limits specified in 40
CFR 141, it does require that the
data meet the requirements of the
contract for testing and that the LOD
be verified on each instrument prior
to use.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Laboratory Quality EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated | OW CM recommends a OW CM-laboratory must adhere to
Assurance Plan Sections 4.2.2 & 5.9 | TNI Standard | Section 11.1, formal Test Methods | quality plan, TNisreguires:a the quality control required by the
Reference Quality Management | in 40 CFR quality plan. methods and should prepare a
EL-V1M2- system (ISO/IEC Part 141 quality plan. OW CM does not
1SO-2008 is 17025) recommended require that QA Plan format include
ISO/IEC in Supplement 1 an identifier, page number, etc. OW
17025 Chapter 111 Section 2, CM does not state that the QA Plan
and formal Quality contain information on review of
Control program new work requests, a policy for
requirement specified deviations from documented
in the Quality Control procedures or method specifications.
section of OW CM does not state that major
promulgated Test equipment or electronic signatures
Methods. be included in the QA Plan. Nor
does it state that procedures for
dealing with complaints or
protecting confidentiality be
included. OW CM does reference
EPA order 5360.1 A2 as a guide for
developing a QA plan (see Chapter
111 Section 11).
TNI requires a quality system and
guality manual (however named).
Laboratory EL-V1M2-1SO-2008 | Almost all of  [sManual Chapter 111 Programs are similar for Other than the Technical Manager,
organization and Section 4.1,4.2,5.2 | TNI Standard, [ Section 11.1 and technical management and TNI does not specify positions or
responsibility Reference formal Quality QA management. type/amount of education,
EL-V1M2- Management system experience, and/or training needed,
1SO~+2008is (ISO/IEC 17025) only “appropriate”.
ISO/IEC recommended in
17025 Supplement 1 Chapter OW CM does not indicate whether

111 Section 2.

the person responsible for preparing
a document may or may not review
the report for final release.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Methodology EL-V1M2-1SO-2008 | Almost all of | Manual Chapter IlI Promulgated | Both programs require OW CW requires the laboratory to
Section 4.4.1c TNI Standard | Section 13.2, formal Test Methods | methods that meetselient use federally mandated methods as
Reference Quality Management | in 40 CFR requirements specified in 40CFR141 and in the
EL-V1M2- system (ISO/EIC Part 141 CM. Alternative methods must be
1SO-2008 is 17025) recommended approved by the EPA/OGWDW.
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2 TNI recommends national or
and forme Quality international methods but requires
Control program the laboratory follow the methods
requirement specified prescribed by the client. Clients can
in the Quality Control specify modifications to methods,
section of which must be agreed upon and
promulgated Test documented.
Methods.
On-Site Assessment | EL-V1M1-2008.1 Almost all of | Manual Chapter 111 Both programs require onsite | OW CM suggests that an on-site
Frequency Section 4.0, EL- TNI Standard | Sections 2 and 13.3 assessment. assessment be conducted once every
V2M2-2008.1 Reference three years and sooner if the
Sections 5.1.1, 5.2.1, | EL-V2M2- laboratory previously did not do
& 5.2.3, EL-V2M3- | ISO-2008 is well during an audit or has had a
ISO-2008 Section ISO/IEC major change.
5.1 17011
For TNI , the interval between the
surveillance on-site assessments
should not exceed 2 years, with the
first surveillance on-site assessment
carried out no later than 12 months
from the date of initial accreditation.
Notification of EL-V2M1-1SO-2008 | Almostall of [\Manual Chapter I11 Both programs require TNI requires changes be
Certifying Authority | Section 8.1.2 TNI/Standard"| Section 13.4 notification documented in the appropriate
(CA) of Major Reference laboratory documents.
Changes EL-VV2M1-
1ISO=2008 is
ISO/IEC

17011.




Requirement Source

Subject

TNI Standard
Reference

ISO
Reference

OW/DWLCP
Reference

CFR
Reference

Similarities

Certification or
Accreditation Status
Review

EL-V2M1-ISO-
2008 Section 7.0

Most of TNI
Standard
Reference
EL-V2M1-
1SO-2008 is
ISO/IEC
17011

Manual Chapter 111
Sections 14.1 & 14.2

Both programs use P
performance a

downgrade ¢ or
accreditati

©

Differences

W CM states that a laboratory
hould be downgraded to
provisionally certified. An OW
CM laboratory may continue to do
work but have to note suspension in
writing on any report. OW CM
states that EPA or the state provide
technical assistance to help identify
and resolve the problem.

TNI may suspend a laboratory for
failure to comply with PT analysis
requirements. A TNI accredited
laboratory can not continue as a
certified laboratory after failure to
comply and suspension. TNI
mentions due process, TNI
discusses other aspects like
personnel requirements that may
cause suspension.

Both TNI Standards and OW CM
specify their own procedures and
criteria for downgrading/revoking
certification status. TNI and OW
CM both require analysis of PTs and
penalize for falsification; but TNI
provides more detail.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Criteria/ Procedures | EL-V2M1-1SO-2008 | Almost all of | Manual Chapter 11l Both programs have W CM states that a laboratory is
for Revocation Sections 7.5.6.1, TNI Standard | Sections 14.3 & 14.4 procedures for ot certified if it has deficiencies
7.9.1& 7.9.4.2 and Reference certificates. and cannot produce valid data. Due
EL-V2M2-2008.1 V2M1-ISO- process in reference to certification
Section 10.0 2008 is status is not discussed in OW CM,
ISO/IEC but in other sections it does state
17011. that the laboratory has the right to
heard by EPA.
TNI lists the deficiencies that lead to
revocation. TNI mentions due
process.
Upgrading or EL-V1M1-2008.1 Almost all of | Manual Chapter 111 Both standards require the OW CM requires a written request
Reinstatement of Section 8.0 and EL- | TNI Standard | Section 14.5 facility to pass accreditation from the laboratory seeking
Certification V2M1-1SO-2008 Reference status before upgrading or upgrading or reinstatement of
Section 7.9.5 V2M1-1SO- reinstatement can be done. certification.
2008 is
ISO/IEC TNI-requires the laboratory to meet
17011. the requirements for continued

accreditation to be reinstated after
suspension, . Under TNI, to reinstate
accreditation after revocation, the
laboratory must meet the
requirements for initial
accreditation.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Reciprocity EL-V1M1-2008.1 Manual Chapter 111 Both programs prom W CW strongly endorses
Section 7.5.2 Section 16 reciprocity be t eciprocity between states and
programs. encourages states to incorporate

reciprocity within their laws and
regulations.

TNI requires recognition between
primary and secondary accreditation

bodies from the aspect of quality
assessments but allows secondary
accreditation bodies to apply fees for
secondary accreditation

Alternate Test EL-V1M3-2008 Manual Chapter 111 Non-standard methods must The OW CM requires new methods

Procedures (ATPs) Section 1.4, EL- Section 18 be validated for certification or modified methods be approved by
V1M4-2008 in both programs. the EPA OGWDW via written
Sections 1.4 & submission. TNI only requires that

the new/modified method be
validated through laboratory
analysis, documented for review,
and be approved by the client for
use.

1.5.e.b., EL-VIM5-
2008 Section 1.4,
EL-V1M6-2008
Section 1.4, and EL-
V1M7-2008 Section
14
TNI recognizes the Tier I, Tier II,
and Tier 11 requirements established
by U.S. EPA Office of Water as
possible Alternate Test Procedure
(ATP) approval processes, where
Tier | and Tier 111 apply to the Clean
Water Act and Tier Il applies to
drinking water only.




Requirement Source

Subject

Activities carried out
according to a

TNI Standard
Reference

EL-V1M2-1SO-2008
Section 4.1.2

ISO
Reference

Almost all of
TNI Standard

OW/DWLCP
Reference

Manual Chapter I1,
formal Quality

defined standard Reference Management system
EL-V1M2- (ISO/IEC 17025)
1SO-2008 is recommended in
ISO/IEC Supplement 1 Chapter
17025. 111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.
Quality system All of EL-V1M2- Almost all of I
1SO-2008, EL- TNI Standard
V2M1-1SO-2008 Reference
Section 5.7.4 EL-VIM2-
1SO-2008 is
ISO/IEC
17025 and

almost all

Control Program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

CFR
Reference

40 CFR Part
141

Similarities

Both program
activities per,

standard\

ire
e

Differences

W CM states that the EPA
encourages the States to base
certification of drinking water
laboratories either upon criteria
contained in the manual or upon
state-developed equivalents that are
at least as stringent as the manual.

TNI states that laboratories should
carry out activities in such a way as
to meet the requirements of this
International Standard and to satisfy
the needs of the customer, the
regulatory authorities or
organizations providing recognition.

Pr ated
Test Methods
in 40 CFR
Part 141.

With the Supplement to OW
CM, both standards require a
quality system to be
implemented. The
Supplement of OW CM
requires a quality system to be
implemented and
encourages quality systems
based on ISO 9001 and
ISO/IEC 17025. It
specifically encourages third
party certification to 1SO
17025 and list several
acceptable organizations
including TNI. All test
methods require quality
systems.

TNI requires that the effectiveness
of the required quality system be
reviewed in the annual internal
audit.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Management system | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated | Both standards require the OW CM does not discuss
that covers other Section 4.1.3 TNI Standard | Section 11.4, formal Test Methods | management system,to‘cover /| management of mobile or field
facilities (temp. or Reference Quality Management | in 40 CFR temporary fagilities ofall activities, however it does describe
mobile) EL-V1M2- System (ISO/IEC Part 141 types. the similar concept of field work
1SO-2008 is 17025) recommended throughout the standard.
ISO/IEC in Supplement 1
17025. Chapter 111 Section 2, TNI -The management system shall
and formal Quality cover work carried out in the
Control program laboratory's permanent facilities, at
requirement specified sites away from its permanent
in the Quality Control laboratory facilities, or in associated
section of temporary or mobile laboratory
promulgated Test facilities.
Methods.
Conflict of interest EL-V1M2-1SO-2008 | Almost all of | Manual Appendix D Promulgated® | Both standards emphasize the | TNI-The accreditation body, shall
between laboratories | Section 4.1.4, EL- TNI Standard | and formal Quality Test Methods | importance in preventing identify, analyze and document the
and AB’s V2M1-1S0-2008 Reference Management system in 40 CFR conflicts of interest between relationships with related bodies to
Section 7.4, EL- V1M2-1SO- (ISO/IEC 17025) Part 141 the laboratory and the determine the potential for conflict
V2M3-1SO-2008 2008 is recommended in accrediting body. of interest, whether they arise from
Section 4.3.3 ISO/IEC Supplement 1"Chapter within the accreditation body or
17025 and 111 Section 2 and from the activities of the related
almost all of | _formal Quality bodies. Where conflicts are
TNI Standard | Controlprogram identified, appropriate action shall
References requirement specified be taken.
EL-V2M1- in,the ‘Quality Control
1ISO-2008'and | section of OW CM- Conflict of Interest is
EL-W2M3- promulgated Test found in Appendix D addressing
ISO-2008 are [,Methods. sensitivity to potential conflict of
ISO/IEE interest, but no real discussion of

17011

conflict of interest.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Laboratory EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated | Both standards require the OW CM supervisors and personnel
Managers and Other | Sections 4.1.5.a, TNI Standard | Sections 10.2 & 10.3 | Test Methods | QA manager bedndependent | working at a specific type of lab
Personnel: 415b,415h & Reference Chapter 1V Section in 40 CFR and have accgss to'senior (chemist, micro., and radio.) have
Education, 4171 V1M2-ISO- 1.1, Chapter V Part 141 management: their specifications of education etc.
Experience, 2008 is Section 1.1, Chapter listed under appropriate section.
Responsibilities and ISO/IEC VI Section 1.1, and Bothgprograms have OW CM does not have credit hour
Reporting Hierarchy 17025. formal Quality specificationsfor personnel requirements in chemistry or
Management system performing analysis. Neither | analysis.
(ISO/IEC 17025) standard indicates whether or
recommended in not a‘technical manager TNI standard 5.2.6.1 for technical
Supplement 1 Chapter decuments personnel managers requires a BS with 24
I11 Section 2 and qualifications. credit hours in chemistry and 2 years
formal Quality in analysis, a year experience or
Control program masters/doctorate. TNI technical
requirement specified managers of limited laboratories
in the Quality Control (covering only one field) have an
section of associate’s degree in specific type
promulgated(Test with 16 hours college credit hours
Methods and 2 years in analysis in
appropriate field.
Ensure internal and EL-V1M2-1SO-2008 | Almost all of | Farmal Quality Promulgated TNI-(4.1.5.b) have arrangements to
external pressure Section 4.1.5.b, TNI Standard | MManagement system Test Methods ensure that its management and
does not affect 4.15.h Reference (ISO/IEC 17025) in 40 CFR personnel are free from any undue
personnel V1M2-1SO- recommended in Part 141 internal and external commercial,
2008 is Supplement 1 Chapter financial and other pressures and
ISO/IEC 111 Seetion 2 and influences that may adversely affect
17025, formal Quality the quality of their work;

Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

OW CM does not discuss the issue
of internal and external pressure that
would impede on competence,
integrity, or impartiality.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference

Organization (lab EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated | Both standards man

and larger entity) Section 4.0 TNI Standard | Section 11.1, and Test Methods | the laboratory

structure and job Reference formal Quality in 40 CFR personnel jo io

specification of V1M2-ISO- Management system Part 141 should begou

personnel 2008 is (ISO/IEC 17025) Managem r
ISO/IEC recommended in Quality,Assuran (ow
17025. Supplement 1 Chapter 4

111 Section 2 and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

Differences




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
QA manager who is | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated | Both standards ask that
independent but has | Sections 4.1.5.i, TNI Standard | Sections 10 & 11, Test Methods | quality assuraneesmanagers
access to upper 4171 Reference formal Quality in 40 CFR have direct agcess to upper.
management V1M2-1SO- Management system Part 141 managementiand, be
2008 is (ISO/IEC 17025) independent, from the
ISO/IEC recommended in mapagement,
17025. Supplement 1 Chapter

I11 Section 2 and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Differences

OW CM does not indicate whether
or not the QA manager has functions
independent from laboratory
operations for which they have QA
oversight. It does state that the QA
manager should be independent
from the laboratory management, if
possible. The OW CM plan does
not state that the QA manager is
responsible for conducting internal
audits or for corrective actions
(section I11.11 indicates that the QA
plan should state who that person
is). OW CM supervisors and
personnel working at a specific type
of lab (chemist, micro., and radio.)
have their specifications of
education etc. listed under
appropriate sections. The OW CM
document does not elaborate on the
specific requirements of the QA
manager position.

TNI does not specify that the QA
manager needs to have a bachelors
degree and a year of experience in
quality assurance. TNI states that
the technical director may also be
the QA manager; (the QA manager
has functions independent from
laboratory operations for which they
have QA oversight (4.1.7.1.b)).




Requirement Source

Quality Assurance

EL-V1M2-1SO-2008
Section 4.2.8.3,
individual technical
modules

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025

Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Manual Chapter 111
Section 11, Chapter
IV Section 4.

ontrol program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Part 141

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Appoint deputies for | EL-V1IM2-1SO-2008 | Almost all of | Formal Quality Promulgated
key managerial Section 4.1.5.] TNI Standard | Management system Test Methods
personnel like the Reference (ISO/IEC 17025) in 40 CFR
technical director V1M2-ISO- recommended in Part 141
and quality manager 2008 is Supplement 1 Chapter
ISO/IEC 111 Section 2 and
17025. formal Quality

6\0

Both include QA specific to
individual methods.

Differences

NI requires the laboratory to
ppoint deputies for key managerial
personnel (NOTE: Individuals may
have more than one function and it
may be impractical to appoint
deputies for every function).

OW CM plan does not discuss
appointing deputies for key
management staff.

Individual differences are covered in
specific technical sections of the
standards.




Requirement Source

Similarities !

Differences

The TNI standard provides specific
details for the required elements of
each of the quality documents for
the quality system.

The EPA program references other
EPA documents that provide more
detail.

Subject TNI Standard ISO OW/DWLCP CFR
Reference Reference Reference Reference
Laboratory EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated
documentation to Sections 1.1, 4.2.2 TNI Standard | Section 11, Chapter Test Methods
ensure quality Reference IV Section 7, Chapter | in 40 CFR
EL-VIM2- V Section 7, Chapter | Part 141
1SO-2008 is VI Section 7, formal
ISO/IEC Quality Management
17025 system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods
Objectives included | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated
in QA plan Sections 4.2.2, TNI Standard | Section 14, Chapter Test Methods
4.2.8.3.9,4.28.3.h Reference IV Section 7,'Chapter | in 40 CFR
EL-V1M2- V Section 7, Chapter | Part 141
1SO-2008 is M1 Section 7, formal
ISO/IEC Quality Management
17025 system (ISO/IEC

17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

TNI standard indicates that a quality
policy statement should be issued
under the authority of top
management.

OW CM QA Plan does not include
the laboratory's objectives but
requires project data quality
objectives per EPA QA/R-5.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Quality manual EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated | Both list the required The OW CM does not have specific
inclusions Sections 4.2.2, 4.2.5, | TNI Standard | Section 11, Chapter Test Methods | inclusions. title page and table of contents
4.2.6,4.2.8.3, Reference IV Section 7, Chapter | in 40 CFR instructions. OW CM does not state
4284 EL-VIM2- V Section 7, Chapter | Part 141 that the quality manual should state
1SO-2008 is VI Section 7, formal the structure of QA plan. OW CM
ISO/IEC Quality Management does not state that the QA manual
17025 system (ISO/IEC should provide a reference of
17025) recommended exceptions from the manual for
in Supplement 1 managers to follow. The OW CM
Chapter 111 Section 2, does refer to other EPA QA
and formal Quality documents as guidelines.
Control program
requirement specified TNI does have specific title page
in the Quality Control and table of contents procedures and
section of requires exceptions to be referenced
promulgated Test or documented: 4.2.8.4.m).
Methods
Manual should EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated | Both include responsibilities
include Sections 4.2.6, TNI Standard | Section 10.3, 1%, 11.1 | Test Methods | of the QA manager.
responsibilities of 4.2.8.2 Reference and 11.3, Chapteril | in 40 CFR
the QA manager. EL-V1M2- Segtion 7, Chapter\» | Part 141
1SO-2008 is Sectiond7)Chapter VI
ISO/IEC section 7, formal
17025 Quality Management

system(ISO/IEC
17025) recommended
In Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR
Reference Reference Reference Reference

List schedules of EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated
internal and external | Sections 4.0 TNI Standard | Section 11.10, formal | Test Methods
system and data (interlab comp), Reference Quality Management | in 40 CFR
quality audits and 4.1.7.1.f,4.115, EL-VIM2- system (ISO/IEC Part 141
interlaboratory 4.14,4.28.4.c 1SO-2008 is 17025) recommended
comparisons in the ISO/IEC in Supplement 1
quality manual. 17025 Chapter 111 Section 2,

Control of all
documents in the
quality system

EL-V1M2-1SO-2008

Section 4.3

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025

and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Manual Chapter 111
Section 11, fi

Methods

in 40 CFR
Part 141

Similarities
Both programs have
requirements foryi hould list schedules of internal and
checks. external system and data quality

Both programs address
control documents.

Differences

W CM states that the QA Plan

audits and interlaboratory
comparisons (may reference SOP).

TNI states the quality manual shall
contain or reference verification
practices, which may include inter-
laboratory comparisons, proficiency
testing programs, use of reference
materials and internal quality control
schemes (4.2.8.4.c)




Requirement Source

Similarities !

Differences

The OW CM manual requires
annual review of both the QA plan
and all SOPs.

Where practicable, TNI requires an
annual review of the quality manual
during the internal audit. TNI also
requires identifying the current
revision, which OW CM does not
address.

Subject TNI Standard ISO OW/DWLCP CFR
Reference Reference Reference Reference
Revision status of EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated | Both programs require review
QA manual Sections 4.2, 4.3.2.1, | TNI Standard | Section 11, formal Test Methods | and update of theiQA
EL-V2M1-1SO-2008 | Reference Quality Management | in 40 CFR manual/plan,
Section 5.7.4 EL-V1M2- system (ISO/IEC Part 141
1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 and Chapter 111 Section 2,
almost all of | and formal Quality
TNI Standard | Control program
Reference requirement specified
EL-V2M1- in the Quality Control
1SO-2008 is section of
ISO/IEC promulgated Test
17011 Methods
Specification of EL-V1M2-1SO-2008 | Almost all of | Manual Chapter IlI Promulgated
outdated/function/ Section 4.3.2.2 TNI Standard | Section 11, Chapter Test Methods
availability of QA Reference IV Section 7.14, in 40 CFR
manual EL-V1M2- Chapter V Séction Part 141
1SO-2008 is 7.1.1, Chapter I
ISO/IEC section7,1.1,formal
17025 Quality Management

system(ISO/IEC
17025) recommended
in Supplement 1
€hapter I Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

OW CM does not have a
requirement that deals with handling
invalid manuals once revisions are
conducted. Section I11.11 simply
states that it is the responsibility of
the QA manager to conduct periodic
revisions of the manual and make
sure appropriate information is
always included.

TNI has defined procedures for
handling obsolete documents.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Control Document EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated The OW CM manual does not
Identification and Sections 4.3.2.3, TNI Standard | Section 11, formal Test Methods specifically state that QA manuals
Format 4.3.3.2 Reference Quality Management | in 40 CFR should include an identifier, page
EL-V1M2- system (ISO/IEC Part 141 number, etc as required in EPA
1SO-2008 is 17025) recommended QA/R-5. OW CM requires the date
ISO/IEC in Supplement 1 of last revisions of SOPs.
17025 Chapter 111 Section 2,
and formal Quality TNI recommends QA Plan
Control program document format with identifier,
requirement specified page number, revision, etc.
in the Quality Control
section of
promulgated Test
Methods.
Review of EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated TNI-Changes to documents shall be
documents (who and | Sections 4.1.7.1, TNI Standard | Section 11.1, formal Test Methods reviewed and approved by the same
do they have 432,433.1 Reference Quality Management | in 40 CFR function that performed the original
references) EL-V1M2- system (ISQ/IEC Part 141 review unless specifically
1SO-2008 is 17025) recommended designated otherwise. The
ISO/IEC in Supplement 1 designated personnel shall have
17025 Chapter 111 Section 2, access to pertinent background

and formal Quality
Control program
requirement specified
in,the Quality Control
section of
promulgated Test
Methods

information upon which to base
their review and approval (4.3.3.1).




Requirement Source

Reviews of contract
and work statements

EL-V1M2-1SO-2008
Section 4.4

Almost all of
TNI Standard

(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
I11 Section 2, and
formal Quality
Control program
requirement specified

Control program
requirement specified
in the Quality Control

section of

promulgated Test
Methods.

Promulgated
Test Methods
in 40 CFR
Part 141

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Altered text EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated
highlighted and hand | Sections 4.3.3.2, TNI Standard | Sections 11.5 and Test Methods
amendments, process | 4.3.3.3,4.3.3.4 Reference 11.13, Chapter IV in 40 CFR
for changing EL-VIM2- Sections 8.2 and 8.6, Part 141
electronic documents 1SO-2008 is Chapter V Section
ISO/IEC 8.2, Chapter VI
17025 Sections 8.2 and 8.6,
formal Quality
Management system

Differences

W CM has control of electronic
ata throughout, however does not
address altered text in electronic
documents or QA documents.

TNI requires that, where practicable,
the altered or new text to be
identifiable in the document or the
appropriate attachments (4.3.3.2).
As well as procedures to describe
how changes in documents
maintained in computerized systems
are made and controlled (4.3.3.4).

CM OW does not address review of
contracts.

TNI discusses it in detail.




Requirement Source
Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference

Differences

Subcontracting EL-V1M2-1SO-2008 | Almost all of | Formal Quality Promulgated W CM does not discuss the issue
Section 4.5, EL- TNI Standard | Management system Test Methods of subcontracting.
V2M1-1SO-2008 Reference (ISO/IEC 17025) in 40 CFR
Section 7.4, EL- EL-VIM2- recommended in Part 141 TNI discusses subcontracting in
V2M3-1SO-2008 1SO-2008 is Supplement 1 Chapter detail.
Section 6.2 ISO/IEC 111 Section 2, and

17025 and formal Quality
almost all of | Control program
EL-V2M1- requirement specified
1SO-2008 and | in the Quality Control
EL-V2M3- section of

1ISO-2008 are | promulgated Test
ISO/IEC Methods.

17011

Procedures for EL-V1M2-1SO-2008 | Almost all of | Manual ChapténVI In the radiochemistry method of the

purchasing, Sections 4.6 and TNI Standard | Section 7, Test Methods OW CM, it is stated that the QA

reception, and 5.6.4.2 Reference in 40 CFR program should encompass the

storage of reagents EL-ViM2- Part 141 purchase of supplies. This is the

and standards 1SO-2008 is only mention of a purchasing
ISO/IEC procedure in the OW CM.
17025

TNI requires a laboratory
policy/procedure for the selection
and purchasing of services and
the Quality Control supplies.

ection of
promulgated Test
Methods




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Chain-of-Custody EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated | Both discuss chain-o
Procedures Sections 5.8.7.4, TNI Standard | Section 12 and Test Methods | procedures.
5.8.7.5,5.8.8, EL- Reference Appendix A, formal in 40 CFR
V1M3-2008 Section | EL-V1M2- Quality Management | Part 141
1.7.8.1 1SO-2008 is system (ISO/IEC
ISO/IEC 17025) recommended
17025 in Supplement 1

client and
confidentiality

Laboratory service to

2008 4.4

EL-V1M2-1SO-2008
4.7, EL-V2M1-ISO-

Almost all of
TNI Standard
Reference
EL-V1M2-
1SO-2008 is
ISO/IEC
17025 and
almost all

Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

the Quality Control
ection of
promulgated Test
Methods

Test Methods
in 40 CFR
Part 141

o'

Differences

OW CM has "Process used to
identify clients' Data Quality
Objectives" listed as a QAP
inclusion, but provides no details on
the confidentiality or laboratory
response to client complaints.

TNI requires a laboratory to
cooperate with the client, monitor
their performance in relation to the
work performed for that client, and
provide confidentiality.




Requirement Source

Subject

Policy and procedure
for nonconformity
with own procedures

TNI Standard
Reference

EL-V1M2-1SO-2008
Sections 4.9, 4.11,
EL-V2M1-1S0O-2008
Sections 5.5, 5.6

ISO
Reference

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025 and

OW/DWLCP
Reference

Formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality

almost all of | Control program

EL-V2M1- requirement specified

1SO-2008 is in the Quality Control

ISO/IEC section of

17011 promulgated Test
Methods.

Corrective actions EL-V1M2-1SO-2008 | Almost all of | Formal Quality
Section 4.11, EL- TNI Standard | Management system
V2M1-1SO-2008 Reference
Section 5.5 EL-VIM2-

1SO-2008 is
ISO/IEC
17025 and
almost all of
EL-V2M1-

1SO-2008 i

CFR
Reference

Promulgated
Test Methods
in 40 CFR
Part 141

Similarities

6\0

Differences

NI requires laboratories to have a
policy/procedure to implement in
the event of work that does not
conform to testing procedures.

OW CM does not require such a
policy.

te

ods
in R
Part 141

Both programs require

laboratories to have a
policy/procedure to

implement corrective actions
when work does not conform

to test procedures.

OW does not specifically

mention the term

nonconformance but has
procedures for nonconfirming

tests.




Requirement Source

Preventive action

Record system

TNI Standard
Reference

Subject

Section 4.12, EL-
V2M1-1S0-2008
Section 5.6

EL-V1M1-2008.1
5.3, EL-V1M2-1SO-
2008 4.13,5.8.7
(records are
mentioned
throughout Vol 1)

EL-V1M2-1SO-2008

ISO
Reference

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025 and
almost all of
EL-V2M1-
1SO-2008 is
ISO/IEC
17011

Almost all of
TNI Standard
Reference
EL-V1M2-
1SO-2008 is
ISO/IEC
17025

OW/DWLCP
Reference

Formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

Manual Chapter 111

nd formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

CFR
Reference

Promulgated
Test Methods
in 40 CFR
Part 141

Similarities

records. Both have a similar
minimum length of record
storage.

Both include a list of required

Differences

NI requires laboratories to have a
procedure to identify potential
sources of nonconformity.

OW CM does not require such a
policy.

OW CM states that records should
be maintained for a minimum of 6
years. OW CM requires record
keeping procedures should be
documented in the QA Plan.

TNI requires record retention for a
minimum of 5 years. TNI requires
that a laboratory establish a record
keeping system that allows the
history of the sample and associated
data to be readily understood
through the documentation. TNI
includes records of subcontractors,
disposal of records, legibility, and
storage environment, preventing
unauthorized access, archiving files,
naming files, or
overwriting/obliterating old files,
electronic data storage, OW CM
does not.




Requirement Source

Subject

TNI Standard
Reference

ISO
Reference

OW/DWLCP CFR
Reference

Reference

Similarities

Data access and
disposal procedures
and other criteria

EL-V1M2-1SO-2008
Section 4.13

ISO/IEC
17025

Manual Chapter 111
Sections 5, 11.12,
11.13 & 15, Chapter
1V Section 8, Chapter
V Section 8 and
Chapter VI Section 8,
formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of

History of records

EL-V1M2-1SO-2008
Sections 4.13.3.3,
4.13.3f

ISO/IEC
17025

6\0

Differences

W CM does not describe disposal
f records, legibility, and storage
environment or procedures for
preventing unauthorized access.
OW CM does not have a set format
for archiving files, naming files, or
overwriting/obliterating old files.

TNI discusses control of records in
detail.

ontrol program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

TNI requires laboratories to
establish a record keeping system
shall allow the history of the sample
to be readily available.




Requirement Source

Subject TNI Standard 1SO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Raw data EL-V1M2-1SO-2008 | ISO/IEC Manual Chapter IV Both programs discu
Section 4.13.3.f.i 17025 Sections 8.2 & 8.4, data managem
Chapter V Sections
8.2 & 8.4 and Chapter

VI Sections 8.2 & 8.4,
formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of

\

\
\©

Differences

promulgated Test
Methods




Requirement Source

Subject TNI Standard 1SO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Mistakes and EL-V1M2-1SO-2008 | ISO/IEC Manual Chapter IV Both programs have
alterations Section 4.13.2.3 17025 Sections 8.2,8.3 &

8.4, Chapter V
Sections 8.2,8.3 &
8.4 and Chapter VI
Sections 8.2,8.3 &
8.4, formal Quality
Management system
(ISO/IEC 17025)
recommended in

Supplement 1 Chapter

111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgate
Method

»

requirements c

Differences




Requirement Source

Differences

Subject TNI Standard 1SO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Security of records EL-V1M2-1SO-2008 | ISO/IEC Manual Chapter 111 Both require a suitab

Sections 4.13.3.f.xv, | 17025 Sections 11.8 & environment al
4.13.3.¢,4.13.1.2, 11.13, Chapter IV electronic d
4.13.1.3,4.13.14 Sections 2 & 8.2,

Chapter V Section 8.2

and Chapter VI

Sections 2.1 & 8.2,
formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified

\
\©




Requirement Source

Subject

TNI Standard
Reference

ISO
Reference

OW/DWLCP
Reference

CFR
Reference

Similarities

Samples

EL-V1M2-1SO-2008
Section 4.13.3

ISO/IEC
17025

Manual Chapter 111
Sections 11.4,11.5 &
11.12, Chapter IV
Sections 6 & 8.3,
Chapter V Sections 6
& 8.3, Chapter VI
Sections 6 & 8.3 and
Appendix A, formal
Quality Management
system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified

Both require similar
sample/data do
but TNI proy,

Differences

Retention of raw
data, final reports,
SOPs, PT

EL-V1M2-1SO-2008
Section 4.13.3.f

ISO/IEC
17025

mended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Yes




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Sampling, analytical | EL-V1M2-1SO-2008 | ISO/IEC Manual Chapter 111 Similar, but TNI req
and administrative Section 4.13.3. 17025 Sections 10.1, 11.1 & more detailed
records 12, Chapter IV records.
Sections 8.3 & 8.4,
Chapter V Sections
8.3 & 8.4 and Chapter

VI Sections 8.3 & 8.4,
, formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified

\
\©

Differences

Reconstruction of
Data

EL-V1M2-1SO-2008
Section 4.13.3.f

Almost all of
TNI Standard
Reference

EL-V1M2-
1SO-200
ISO/IEC
17

Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Promulgated | Both require adequate

Test Methods | information be available to

in 40 CFR
Part 141

allow the auditor to

PT samples.

reconstruct the final results
for compliance samples and




Requirement Source

Management
Reviews

EL-V1M2-1SO-2008

Section 4.15, EL-
V2M1-1S0-2008
Section 5.8

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025 and
almost all of
EL-V2M1-
1SO-2008 j

Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

Formal Quality
Management system

Part 141

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference

Steps taken after EL-V1M2-1SO-2008 | Almost all of | Formal Quality Promulgated

audit finds errors or | Sections 4.14.2, TNI Standard | Management system Test Methods

deficiency 4.14.3,4.14.4 Reference (ISO/IEC 17025) in 40 CFR
EL-VIM2- recommended in Part 141
1SO-2008 is Supplement 1 Chapter
ISO/IEC 111 Section 2, and
17025 formal Quality

6\0

Differences

NI requires that in the event of
udit findings, the laboratory shall
take timely corrective action, record
the findings and corrective actions,
and follow-up.

OW CM does not discuss reviews
that are conducted by quality
assurance managers.

TNI requires a management review
of the (Laboratory Quality
Management System) QA/QC
program in a laboratory.




Requirement Source

Subject

Data integrity and
follow-up of audits

Personnel

TNI Standard
Reference

EL-V1M2-1SO-2008
Sections 4.2.8.1,
4.2.8.1,4.16

EL-V1M2-1SO-2008
Section 5.2 and 6.2 a
and c.

ISO
Reference

Almost all of
TNI Standard
Reference
EL-V1M2-
1SO-2008 is
ISO/IEC
17025

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025

OW/DWLCP
Reference

Supplement 1 Chapter
3 Section New, formal
Quality Management
system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

upplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

CFR
Reference

Promulgated
Test Methods
in 40 CFR
Part 141

Test Methods
in 40 CFR
Part 141

Similarities

Both address educational
exceptions for the technical
manager. Waiver of
academic training is discussed
in both programs

Differences

The OW CM includes specific
education and/or experience
requirements for many key
positions.

TNI only specifies techical
educaton/experience requirements
for the technical director.




Requirement Source

Similarities !

Differences

TNI-The laboratory shall use
personnel who are employed by, or
under contract to, the laboratory.
Where contracted and additional
technical and key support personnel
are used, the laboratory shall ensure
that such personnel are supervised
and competent and that they work in
accordance with the laboratory's
management system.

OW CM only discusses contracted
personnel for the
supervisor/consultant position in the
critical elements for microbiology
chapter.

Subject TNI Standard ISO OW/DWLCP CFR
Reference Reference Reference Reference
Contracted EL-V1M2-1SO-2008 | Almost all of | Manual Chapter V Promulgated | -
Personnel Section 5.2.3 TNI Standard | Section 1.1, formal Test Methods
Reference Quality Management | in 40 CFR
EL-VIM2- system (ISO/IEC Part 141
1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods
Personnel Job EL-V1M2-1SO-2008 | Almost all of | Manual Chaptexl1I Promulgated | Similar Requirements
Descriptions Section 5.2.4 TNI Standard | Section 11,46 formal Test Methods
Reference Quality Management | in 40 CFR
EL-V1M2- system (ISO/TEC Part 141
1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2,

and‘formal Quality
€ontrol program
requirement specified
in the Quality Control
section of
promulgated Test
Methods




Requirement Source

Subject

TNI Standard
Reference

ISO
Reference

OW/DWLCP
Reference

CFR
Reference

Similarities !

Personnel Records

EL-V1M2-1SO-2008
Section 5.2.5

Almost all of
TNI Standard
Reference
EL-V1M2-
1SO-2008 is
ISO/IEC
17025

Manual Chapter I11
Sections 10.2 & 11.1,
Chapter IV Sections 1
& 8.4.6, Chapter V
Section 1 and Chapter
VI Section 1, formal
Quality Management
system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Promulgated
Test Methods
in 40 CFR
Part 141

Similar Requirements

Differences

Non-Testing
Activity
Documentation

EL-V1M2-1SO-2008
Section 4.1.4

Almost all of
TNI Standard
Reference

Manual Shapter, 111
Section‘11.7,"Chapter

Promulgated
Test Methods
in 40 CFR

Similar in regard to

documenting the method and

QC procedures used.

TNI-If the laboratory is part of an
organization performing activities

IV Section 8, Chapter
\/ Section8 and
Chapter VI Section 8,
formal Quality
IManagement system
(ISONEC 17025)
recommended in
Supplement 1 Chapter
I11 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

other than testing and/or calibration,
the responsibilities of key personnel
in the organization that have an
involvement or influence on the
testing and/or calibration activities
of the laboratory shall be defined in
order to identify potential conflicts
of interest.

EL-V1M2-
1SO-2008 is
ISO/IEC
17025

Part 141




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Data Integrity EL-V1M2-1SO-2008 | Almost all of | Supplement 1 Chapter | Promulgated | Yes
Training Section 5.2.7 TNI Standard | Il Section New, Test Methods
Reference formal Quality in 40 CFR
EL-V1M2- Management system Part 141
1SO-2008 is (ISO/IEC 17025)
ISO/IEC recommended in
17025 Supplement 1 Chapter
Il Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods
Laboratory Analyst Individual technical Manual Chapter IV Both programs address

and Technician

modules Section 1.6

See also TNI
Management
Responsibility in
TNI Module 2

Sections 1.2 3

Differences

analyst and technician
competency.

OW CM specifies required
education and experience for the
laboratory analyst and technician, in
addition to specialized training for
the operation of analytical
instrumentation. Additional
requirements apply for the analysis
of compliance samples.

TNI-The analyst (s) shall
demonstrate on-going capability by
meeting the quality control
requirements of the method,
laboratory SOP, client
specifications, and/or this Standard.
TNI does not discuss educational or
experience requirements for the
laboratory analyst and technician.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Sampling Personnel | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter IV Promulgated

Sections 4.13.2.1, TNI Standard | Section 1.4, formal Test Methods

52,5.25 Reference Quality Management | in 40 CFR
EL-VIM2- system (ISO/IEC Part 141
1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2,

and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

;\0

Differences

W CM requires that personnel

ho collect samples should be
trained in the proper collection
technique for all types of samples
which they collect. Their technique
should be reviewed by experienced
sampling or laboratory personnel.

TNI-The management shall
authorize specific personnel to
perform particular types of
sampling, test and/or calibration, to
issue test reports and calibration
certificates, to give opinions and
interpretations and to operate
particular types of equipment. The
laboratory shall maintain records of
the relevant authorization (s),
competence, educational and
professional qualifications, training,
skills and experience of all technical
personnel, including contracted
personnel.




Requirement Source

Facilities and
Control of
Environmental
Conditions

EL-V1M2-1SO-2008

Section 5.3

Almost all of
TNI Standard
Reference
EL-V1iM2-
1SO-2008 is
ISO/IEC
17025

and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Manual Chapter 11

requirement specified
in the Quality Control
section of
promulgated Test
Methods

in 40 CFR
Part 141

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Waiver of Academic | EL-V1M2-2008 Almost all of | Manual Chapter 1V Promulgated | Similar with some e
Training Section 5.2.6.2 TNI Standard | Section 1.5, formal Test Methods
Requirement Reference Quality Management | in 40 CFR
EL-V1M2- system (ISO/IEC Part 141
1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2,

6\0

Both require measures to

prevent cross contamination.

Differences

W CM-The certification officer

ay waive the need for specified
academic training, on a case-by-case
basis, for highly experienced
analysts.

TNI -A person who does not meet
the technical manager education
credential requirements, but meets
the listed requisites can be a
technical manager. TNI also does
not have a "Waiver".

TNI is not as specific as the OW
CM in the standards for measures to
prevent cross contamination. TNI
does not describe the specific
environment of the laboratory (i.e.
cleanliness, instrument location,
area for sample preparation, safety,
and cleaning of glassware).




Requirement Source

Environmental Test
and Calibration
Methods and Method
Validation

EL-V1M2-1SO-2008
Sections 5.4, 5.5

and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Almost all of
TNI Standard
Reference 11.6,11.7
EL-V1M2-
1SO-2008 is
ISO/IEC
17025

Manual Chapter 111

commended in
Supplement 1 Chapter
I11 Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

in 40 CFR
Part 141

;\0

Yes

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Preventive EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated
maintenance Sections 5.5.3, TNI Standard | Section 11.11, formal | Test Methods
procedures and 5.5.5.9,5.5.6, EL- Reference Quality Management | in 40 CFR
schedules V1M5-2008 Section | EL-V1M2- system (ISO/IEC Part 141
1.7.3.7.b.ii 1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2,

Differences

W CM mentions that the
reventative maintenance
procedures and schedules should be
addressed in the QA plan.

TNI mentions that the laboratory
shall have procedures for use and
planned maintenance of measuring
equipment to ensure proper
functioning and in order to prevent
contamination or deterioration.

OW CM states that the QA Plan
should include processes to identify
clients' data quality objectives
(DQOs). OW CM presents QC such
as calibrations as method-specified
and discusses use of only EPA-
approved methods or EPA-approved
alternatives.

TNI requires laboratories to perform
testing in such a way to meet the
needs of the client and regulatory
authorities or organizations. TNI
discusses client-specified and
laboratory-approved methods. TNI
discusses that deviation from
environmental test and calibration
methods should occur only if the
deviation has been documented,
technically justified, authorized, and
accepted by the customer.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
SOPs with dates of EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated | Both require review, TNI requires archive of SOPs so
last revision Sections 4.2.8.5.c, TNI Standard | Section 11.3, formal Test Methods | signatures, and dated previous data can be paired with
54.1 Reference Quality Management | in 40 CFR revisions. SOP requirements in force at the
EL-V1M2- system (ISO/IEC Part 141 time of analysis.
1SO-2008 is 17025) recommended
ISO/IEC in Supplement 1
17025 Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods
Methods manual EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated® | Both require manuals to be TNI specifies the items to be
Sections 5.4.1 and TNI Standard | Section 11 and Test Methods | available, and have provisions | included or referenced for each test
5.9.3, and EL- Reference Chapter 1V Segtion in 40 CFR for using non-standard method. The quality control
V1M7-2008 Section | EL-V1M2- 5.1, formal Quality Part 141 methods. protocols specified by the
1.7.1.1d(tox) 1SO-2008 is Management system laboratory’s SOP shall be followed
ISO/IEC (ISO/IEC'17025) (see Section 4.2.8.5 in this
17025 recommended in Standard). The laboratory shall

Supplement 1 Chapter
NI Section 2, and
formal Quality
€ontrol program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

ensure that the essential standards
outlined in the individual Technical
Modules or mandated methods or
regulations (whichever are more
stringent) are incorporated into their
method manuals. When it is not
apparent which is more stringent,
the QC in the mandated method or
regulations is to be followed.

OW CM states that laboratories
should prepare a written description
of its QC activities.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Acceptable Methods | EL-V1M2-1SO-2008 | Almost all of | Formal Quality Promulgated | No TNI requires that the laboratory use
Section 5.4.2 TNI Standard | Management system Test Methods methods as specified or defined by
Reference (ISO/IEC 17025) in 40 CFR the client.
EL-VIM2- recommended in Part 141 and
1SO-2008 is Supplement 1 Chapter | ATP in 40 OW CM mandates the use of only
ISO/IEC I11 Section 2, and CFR Part those mehtods specified in 40 CFR
17025 formal Quality 141.27 141.
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods
Most Current EL-V1M2-1SO-2008 | Almost all of | Manual Title page, Promulgated | No TNI uses the terms "method" and
Method/Standard Sections 5.4.1, 5.4.2, | TNI Standard | Chapter 1V Sections 5| \Test Methods "standard" interchangeably and
543,544,545 Reference & 8.2, Chapter V in 40 CFR requires that, when possible, the
EL-V1M2- Sections 5 & 8 and Part 141 and most current version of the method
1SO-2008 is Chapter IV Sections 5 | ATP in 40 or standard be used.
ISO/IEC & 8.2, formal Quality | CFR Part
17025 Management'system 141.27 40 CFR Part 141 specifies the test

(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
I11"Sectien 2, and
formaliQuality
Contrel program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

methods and revisions that are
approved for drinking water
compliance monitoring. Only
method/revisions that are
promulgated in the Federal Register
or approved through the ATP
process may be used. There is no
requirement or preference for a
given method/revision over another
one. The OW CM does say that
version 5 supersedes earlier
versions.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Method EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated | Yes EPA does test method validation
Confirmation and Section 5.4, TNI Standard | Section 11.9 and Test Methods prior to approving promulgated
Demonstration Individual technical | Reference Chapter V Sections in 40 CFR methods (this is part of the reason
modules Section 1.5 | EL-V1M2- 56.14.1&5.6.1.45, | Partl4l that EPA does not allow the use of
1SO-2008 is formal Quality non-promulgated methods for
ISO/IEC Management system drinking water compliance). The
17025 (ISO/IEC 17025) OW CM does not need to discuss
recommended in this. OW CM specifies certain
Supplement 1 Chapter procedures that require initial and
I11 Section 2, and continuing demonstration of method
formal Quality capability and performance.
Control program
requirement specified TNI states that all methods should
in the Quality Control require those demonstrations and
section of includes specific documentation and
promulgated Test time requirements. TNI also
Methods addresses method validation in the
individual technical modules.
Uncertainty EL-V1M2-1SO-2008 | Almost all of | Manual @hapter, V1 Promulgated | No OW CM only discusses uncertainty
Sections 4.13.2.1, TNI Standard | Sections7, 84.7 & Test Methods in the critical elements for
54.1,5.4.6 Reference 8.549, formal Quality | in 40 CFR radiochemistry chapter.
EL-V1M2- Management system Part 141
1SO-2008 is (ISO/IEC 17025) TNI-The laboratory shall retain
ISO/IEC recommended in sufficient information to facilitate, if
17025 Supplement 1 Chapter possible, identification of factors

111 Seetion 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

affecting the uncertainty. The
laboratory shall use appropriate
methods and procedures for all tests
and/or calibrations within its scope,
including where appropriate, an
estimation of the measurement
uncertainty.




Requirement Source

Subject TNI Standard 1SO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Calculations and EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated
Data Sections 4.13.2.2, TNI Standard | Sections 11.3, 11.8, Test Methods
5.4.7.1,59.3.ayv, Reference 11.9 & 11.13, Chapter | in 40 CFR
individual technical | EL-V1M2- IV Sections 8.2 & 8.6, | Part 141
modules 1SO-2008 is Chapter V Sections
ISO/IEC 8.2 and Chapter VI
17025 Sections 7.6, 8.2 &

8.6, formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified

;\0

Differences




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Laboratory Software | EL-V1IM2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated | Yes
Configuration or Sections 4.13.3.f.xv, | TNI Standard | Section 11.13, Test Methods
Modification 54.7.2,555 Reference Chapter 1V Section in 40 CFR
Validation EL-VIM2- 8.6 and Chapter VI Part 141
1SO-2008 is Section 8.6, formal
ISO/IEC Quality Management
17025 system (ISO/IEC

17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods.

6\0

Differences

Quantitation of
Multicomponent
Organic Analytes

EL-V1M4-2008
Sections 1.7.2.b,
1.7.3.2.3.b (chem)

Manual C
Section

\%

Both have provisions for
guantitation of
multicomponent organic
analytes using a
representative number of
components.

OW CM (chemistry) indicates the
analyst's professional judgment
should be used and refers to EPA
SW 846 for more information. A
representative number (5-9) of peaks
is suggested.

TNI (chemistry) indicates that for
continuing calibration and LCS for
multi-component analytes, a
representative chemical related
substance or mixture can be used.




Requirement Source

Quantitation

Laboratory
Equipment and
Instrumentation

Sections 1.5.2,
15.2.1,and 1.5.2.2

EL-V1M2-1S0-2008
Section 5.5,
individual technical
modules

Section 7.2.12

Almost all of
TNI Standard
Reference
EL-V1M2-
1SO-2008 is
ISO/IEC
17025

section of
promulgated Test
Methods

requirement specified
in the Quality Control

Promulgated
Test Methods
in 40 CFR
Part 141

Both standards cover
equipment and
instrumentation

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Low Level EL-V1M4-1SO-2008 Manual Chapter IV No

6\0

Differences

W CM-Minimum reporting limits
MRL) must be below the MCL.
Laboratories should run a
Laboratory Fortified Blank (LFB) at
their MRL every analysis day and
should not report contaminants at
levels less than the level at which
they routinely analyze their lowest
standard.

TNI-For low level samples the
laboratory may analyze duplicate
laboratory control samples or a
replicate matrix spike to determine
reproducibility within a preparation
batch in place of a sample replicate.

OW CM does not mention the use of
equipment outside of a laboratories
permanent control.

TNI does not mention specific types
of equipment and/or specific
maintenance/calibration
requirements.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Calibration EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated
Sections 5.5, 5.5.1, TNI Standard | Section 11.6, Chapter | Test Methods
5.9.3.a.iii, individual | Reference IV Sections 3,4,5,6 | in40 CFR
technical modules EL-VIM2- & 7, Chapter V Part 141
1SO-2008 is Sections 3,4,5,6 &7
ISO/IEC and Chapter VI
17025 Sections 3,4,5,6 &

7, formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified
in the Quality €ontrol
section of
promul
Meth

;\0

Differences

NI requires laboratories to perform
alibration in such a way to meet the
needs of the client and regulatory
authorities or organizations.
Calibration requirements in the TNI
standards are divided into two parts
(analytical support equipment and
instrument calibration). TNI-
Instrument calibration requirements
presented in the technical modules.

OW CM presents QC such as
calibrations as method-specific.
Calibration requirements in the OW
CM standards are found within the
equipment, general laboratory
practices, analytical methodology,
sample, and quality control sections
of each critical elements chapter
(Section 3, 4, 5, 6, and 7 of Ch. 1V,
V, and VI).




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Support Equipment EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgated | Yes OW CM specifies type of
Sections 5.5, TNI Standard | Sections 11.9, 11.11 Test Methods equipment, proper maintenance, and
55.13.1 Reference & 11.12, Chapter IV in 40 CFR calibration for certain pieces of
EL-VIM2- Sections 3 & 7.1, Part 141 equipment needed in each critical
1SO-2008 is Chapter V Sections 3 element chapter.
ISO/IEC & 8.5 and Chapter VI
17025 Sections 3 & 7, TNI does not mention specific types
formal Quality of equipment and/or specific
Management system maintenance/calibration
(ISO/IEC 17025) requirements.
recommended in
Supplement 1 Chapter
Il Section 2, and
formal Quality
Control program
requirement specified
in the Quality €ontrol
section of
promulgated Test
Methods
Specific Device EL-V1M2-1SO-2008 | Almost all of | Manual Chapterid\/ Promulgated | No OW CM does not discuss
Accuracy Section 5.5.13.1.e TNI Standard | Sectiond?1.6, formal | Test Methods mechanical volumetric dispensing
Reference Quality' Management | in 40 CFR devices or glass microliter syringes.
EL-V1M2- system (ISO/IEC Part 141
1SO-2008 is 17025) recommended TNI-Volumetric dispensing devices
ISO/IEC in Supplement 1 (except Class A glassware and Glass
17025 Chapter 111 Section 2, microliter syringes) must be checked

and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

for accuracy on a quarterly basis.




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Autoclave EL-V1M5-2008 Manual Chapter V Both require autoclave OW CM only mentions the use of an
Section 1.7.3.7.b.ii Section 3.5 operation recordst autoclave in the critical elements for
microbiology chapter. OW CM does
not state that pressure should be
recorded for each run of the
autoclave.
TNI-Records of autoclave
operations shall be maintained for
every cycle. Records shall include:
date, contents, maximum
temperature reached, pressure, time
in sterilization mode, total run time
(may be recorded as time in and
time out) and analyst’s initials.
Instrument EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated | Similar but not identical TNI requires a standard from a
Calibration Section 5.5, TNI Standard | Sections 11.3,41.9 & | Test Methods second manufacturer or
individual technical | Reference 13.2, Chapter IV in 40 CFR manfacturing lot as initial
modules EL-V1M2- Sections@ & 7, Part 141 calibration verification for chemical
1SO-2008 is ChapterV/ Sections, 3 testing and radiochemical testing.
ISO/IEC & #4‘and ChapterVI TNI standard does not specify
17025 Sections 8 & 7, detailed procedural steps for

farmal Quality
Management system
(ISO/IEC17025)
recommended in
Supplement 1 Chapter
Il Section 2, and
formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

calibration, but establishes the
essential elements for selection of
the appropriate techniques. TNI-the
lowest cal point shall be at or below
the LOQ. (1.7.1.1.f for chem)

OW CM does not discuss
verification of initial instrument
calibrations by a standard obtained
from a second manufacturer or lot
(TNI 1.7.1.1.d for chem)(1.7.1.a.iv
for radio). OW CM does not state if
the lower calibration standard
should be above the detection limit.




Requirement Source

Differences

W CM does not discuss instrument
echnology with validated
techniques from manufacturers or
methods employing standardization
with a zero point and a single point
calibration standard. This is
discussed in and only allowed if
specified in the promulgated Test
Methods.

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Zero point and single | EL-V1M1-2008.1 Calibration section of | Promulgated | No
point calibration Section 5.2.1.b, EL- promulgated Test Test Methods
standard V1M4-2008 Section Methods in 40 CFR
1.7.1.1.h (chem) Part 141
Calibration Results EL-V1M2-1SO-2008 | Almost all of | Manual Chapter I11 Promulgat
Sections 5.5.2 TNI Standard | Sections 11.9 & Test Meth
Reference 11.12, Chapter IV in 40
EL-V1M2- Sections 3 & 7, 14
1SO-2008 is Chapter V Sections 3
ISO/IEC & 7 and Chapter VI
17025

Sections 3 & 7,

Methods




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference

Equipment use and EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated

maintenance Sections 5.5.6, 5.5.7 | TNI Standard | Sections 11.11 & Test Methods
Reference 11.12, Chapter IV in 40 CFR
EL-V1M2- Sections 3,4,5,6 & Part 141
1SO-2008 is 7, Chapter V Sections
ISO/IEC 3,4,56&7and
17025 Chapter VI Sections

3,4,5,6 &7, formal
Quality Management
system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified

;\0

Differences

W CM states that corrective
ctions are performed, described,
and documented. OW CM does not
discuss a “control of nonconforming
work” procedure (TNI 5.5.7).




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference
Equipment Records | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated | OW CM's microbiolagy,and OW CM specifies that preventative
Sections 5.4.1, 5.5.3, | TNI Standard | Section 11.11, Test Methods | radiochemistry seetions maintenance documents should be
5.5.4,55.5, Reference Chapter V Section 8.5 | in 40 CFR require equipMentrecords kept for five years. OW CM does
5.5.13.1, EL-V1M5- | EL-V1M2- and Chapter VI Part 141 similar togT NI, not specify the exact items needed in
2008 Section 1SO-2008 is Section 7, formal records for equipment or labeled on
1.7.3.7.b.ii (microb) | ISO/IEC Quality Management equipment.
17025 system (ISO/IEC
17025) recommended TNI requires that the laboratory
in Supplement 1 must have instructions on the use
Chapter 111 Section 2, and operation of all relevant
and formal Quality equipment, and on the handling and
Control program preparation of items for testing
requirement specified and/or calibration, or both.
in the Quality Control
section of
promulgated Test
Methods
Continuing EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 11l Promulgated | No OW CM requires daily variation in
instrument Sections 5.9.3.a.iii, TNI Standard | Section 14.6, Chapter | Test Methods the concentration of continuing
calibration 5.5.10, 5.6.3.3, Reference IV Section 7.2.4 and in 40 CFR calibration standards. Promulgated
verification individual technical | EL-V1M2- Chapter VI Sections Part 141 test methods require second source.
modules, EL-V1M4- | 1SO-2008 is 3.1.2 &M3¥1.5, formal
2008 Section 1.7.2 ISO/IEC Quality Management
(chem), EL-V1M5- | 17025 system (ISO/IEC

2008 Section 1.7.2
(microb), EL-
V1M6-2008 Section
1.7.1.b (radio)

17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods




Requirement Source

Subject

Measurement
Traceability

TNI Standard

Reference

EL-V1M2-1SO-2008
Sections 5.6.1, 5.6.2
and 5.6.3

1SO
Reference

Almost all of
TNI Standard
Reference
EL-V1M2-
1SO-2008 is
ISO/IEC
17025

OW/DWLCP
Reference

Manual Chapter IV
Sections 3,4,5,6 &
7, Chapter V Sections
3,4,5,6&7and
Chapter VI Sections
3,4,5,6 &7, formal
Quality Management
system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgat t
Method

CFR
Reference

Promulgated
Test Methods
in 40 CFR

Part 141

Similarities

Differences

Q




Requirement Source

Subject TNI Standard 1SO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Testing Laboratories | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated

Sections 5.4.6, 5.9.3, | TNI Standard | Sections 11.6 & Test Methods

EL-V1M7-2008 Reference 11.13, Chapter IV in 40 CFR

Sections EL-VIM2- Sections 3,4,5,6 & Part 141

1.7.1.1(tox),1.7.1.6.q | 1SO-2008 is 7, Chapter V Sections
ISO/IEC 3,4,5,6&7and
17025 Chapter VI Sections

3,4,5,6 &7, formal
Quality Management
system (ISO/IEC
17025) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified

;\0

Differences




Requirement Source

Subject TNI Standard ISO OW/DWLCP CFR Similarities Differences
Reference Reference Reference Reference A
Reference Standards | EL-V1M2-1SO-2008 | Almost all of | Manual Chapter 111 Promulgated | Yes OW CM specifies the type of
and Materials Sections 4.2.8.4, TNI Standard | Sections 11.3 & Test Methods standard or reference material used
5.6.3,5.6.4,5.9.1, Reference 11.13, Chapter IV in 40 CFR for calibration for testing of water
5.9.3, individual EL-VIM2- Sections 3 & 7, Part 141 quality parameters measured by
technical modules 1SO-2008 is Chapter V Sections 3 non-certified labs (exception in IV
ISO/IEC & 7 and Chapter VI 5.2) and in some radiochemistry
17025 Sections 3 & 7, tests.
formal Quality
Management system TNI requires traceability to national
(ISO/IEC 17025) or international standards of
recommended in measurement or to national or
Supplement 1 Chapter international stadard reference
I11 Section 2, and materials, unless such reference
formal Quality materials are not available.
Control program
requirement specified
in the Quality €ontrol
section of
promulgated Test
Methods
Records and Label EL-V1M2-1SO-2008 | Almost all of | Manual Chapterill Promulgated | Yes OW CM does not specify the exact
Sections 5.6.4.2, TNI Standard | Sections 21.6, 11.7, Test Methods items needed in records or labeled
5.8.5,5.8.6, Reference 119 & 11.13, formal | in 40 CFR for all standards, reagents, reference
individual technical | EL-V1M2- Quality Management | Part 141 materials and media.
modules 1SO-2008 is system (ISO/IEC
ISO/IEC 17025) recommended
17025 In Supplement 1

Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods




Requirement Source

Sampling

EL-V1M2-1SO-2008
Sections 5.4.1, 5.4.2,
5.5.2,5.7,5.8.4 Note
2, individual
technical modules

Almost all of
TNI Standard

, formal Quality
Management system
(ISO/IEC 17025)
recommended in
Supplement 1 Chapter
111 Section 2, and
formal Quality
Control program
requirement specified

(ISO/IEC
5) recommended
in Supplement 1
Chapter 111 Section 2,
and formal Quality
Control program
requirement specified
in the Quality Control
section of
promulgated Test
Methods

Promulgated

11.4,11.5, Test Methods
.13, formal in 40 CFR
Part 141

Subject TNI Standard ISO OW/DWLCP CFR Similarities
Reference Reference Reference Reference
Record keeping EL-V1M1-2008.1 Almost all of | Manual Chapter 111 Promulgated | Both have lists of in
procedures Section 5.3, EL- TNI Standard | Sections 11.13 & Test Methods | for their individ
V1M2-1SO-2008 Reference 11.15, Chapter 1V in 40 CFR keeping pro
Sections 4.13,5.8.7, | EL-V1M2- Sections 8.1 & 8.2, Part 141 similar r
(records are 1SO-2008 is Chapter V Sections OW CM
mentioned ISO/IEC 8.1 & 8.2 and Chapter ye
throughout Vol1l) 1702