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Please Note — Chemval, as a %
Consultant — Does not have a B
Vote.

O ChemVal Consulting personnel do not
have a vote in decisions made by the
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Why a new QSM? X
O QSM V1M2 4.x and 5.x were based on the “backbone” of»aéf
ISO/IEC 17025-2005 AT €

O ISO/IEC 17025-2005 received a major update in 2017
O QSM 5.3 was a “gap” document that mcluded the ISO



QSM 6.0 Status x

O QSM 6.0 V1M2 is structured in line with ISO/IEC 17025—»3%
2017 W

O Allows for more efficient assessments and accreditation

O Current document is NOT complete

O Some portions are still being drafted
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DISCLAIMER!! *
This presentation is based on ‘_‘.
oent dre and direction of the *~




Structure B

O TNI Standard Structure will be maintained AR
O Module format

O V1M2 will be reconfigured to match ISO/IEC
17025-2017
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V1M2 - Additions and Deletions B

O All of ISO/IEC 17025-2017 must be X5
included

O Some TNI requirements have been
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Philosophy Changes x

O Moving from ISO/IEC 17025-2005 to 17025-2017 »3%
included some philosophy changes e o= AN

O The standard changed from more prescriptive to
more risk-based
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Philosophy Changes, continued x

O Most policy requirements were eliminated »32(
from the ISO 17025-2017 Standard;

therefore QSM 6.0 is also removing them.
O Many procedure requirements were

eliminated from the ISO 17025-2017




Appendices x

e

O Appendix A, Reporting Requirements, will

be eliminated. Requirements deemed 0% S ]
necessary will be placed in V1IM2 7.8

O Appendix E, HASQARD Checklist, will be




Other Trends B

O The terms “document” and “record” will remain ?3%
and be aligned with ISO 17025-2017 language.
O E.g., “The laboratory shall document a Ere
procedure and maintain records”

O Significant effort is being made to remove



Highlighting significant changes or significant rewrites




Section 4 - Impartiality x

O The Data Integrity requirements have
been rewritten

O Program Requirements are in Section 4



Data Integrity Program % s
Requirements

O [QSM 4.1.6] DoD/DOE Requirement
O In addition to 4.1, the following DoD/DOE requirement applies:

O The laboratory shall establish and maintain a documented
program to detect and deter improper, inappropriate or prohibited

actions.

O 4.1.6.a This program shall be reviewed annually by




Data Integrity Program % s
Requirements

O 4.1.6.b The program shall include requirements for the following:
1) annual training of all laboratory personnel on their obligations »32&
under the program; 2) signed commitment of all laboratory

personnel to their obligations under the program, including to

behave impartially and to refrain from inappropriate practices, 3)

periodic, in-depth monitoring for improper or inappropriate actions;

and, 4) investigations into potential or suspected improper or

inappropriate actions.

O 4.1.6.c The requirements for periodic, in-depth monitorin




Data Integrity Program % s
Requirements

O 4.1.6.d The requirements for investigation shall include a »32(

procedure for reporting of potential or suspected inappropriate or
improper practices in the laboratory and a process whereby

laboratory management is informed of the issues. AR

O 4.1.6.e Management shall ensure a receptive environment in
which all employees may privately discuss potential issues or repo




7

Data Integrity Program s
Requirements

O 4.1.6.f Laboratory management shall evaluate any reports of
potential or suspected inappropriate or improper practices. \Where
management determines the need for further investigation, it shall
assign appropriate personnel with technical and quality assurance
capability to perform the investigation. Findings of inappropriate,
improper, or prohibited practices are considered non-conforming

work. Records of investigations shall be maintained, including any , .
notifications made to customers receiving any affected data. ﬂ

O 4.1.6.g Laboratories must report any instances of inappropriate »\j{‘;

and prohibited laboratory practices to their AB within 15 business

o of discoverv. Discoveryv in des findinags o N inappr

Q)




Section 5 - Structural % S

Requirements

O Very few changes are being made to this section. »3%

O The text of ISO/IEC 17025-2017 addresses most
the requirements that were formerly contained in
section 5.2 of V1M2

O One major exception: Requirements for
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Technical and Quality Managers x

management that has overall responsibility for the
laboratory, and;

O ISO/IEC 17025-2017, 5.2: The laboratory shall identify %@

%

O ISO/IEC 17025-2017, 5.5: The laboratory shall

O a) define the organization and management structure of the
laboratory, its place in any parent organization, and the

relationships between management, technical operations
and support services;

YA V




7

Technical and Quality Managers x

O DoD will follow the language of the
ISO/IEC 17025-2017 Standard

O DOE will differ from DoD and have



DOE Technical Manager x

[QSM 5.2.a] DOE only requirement »32(

O In addition to the requirement in 5.2, the following
specific management responsibilities shall be defined

o

O The laboratory’s technical manager(s), however named
shall be laboratory personnel who meet the educational
and experience requirements in section 6.2 and are




DOE Technical Manager, % S
continued

O Ensuring the quality of data generated by the »32(
laboratory through participation in laboratory

management review, review of quality assurance

records and quality control data, review of data
packages, and authorizing reports;

O Defining the minimum qualifications, experience,




DOE Technical Manager, % S
Continued

O Providing for on-going training opportunities for all
technical staff and ensuring on-going competence
demonstrations; A0

O Ensuring adequate supervision of all personnel
employed by the laboratory;

O Appointing a qualified member of staff to
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DOE Quality Manager x

O [QSM 5.2.b] DOE only requirement

O In addition to the requirement in 5.2, the following specific
management responsibilities shall be defined:

O The Quality Manager (however named) who, irrespective of
other duties and responsibilities, shall have defined
responsibility and authority for ensuring that the
management system related to quality is implemented and
followed at all times. Where staffing is limited, the quality
manager may also be the technical manager. The roles

responsibilities of technical management and the quali

a




Fax

DOE Quality Manager, Continued x

O Have direct access to the highest level of management »32(

at which decisions are made on laboratory policy or
resources;

O Serve as the focal point for QA and QC and be
responsible for the oversight and/or review of quality
control data




Fax

DOE Quality Manager, Continued x

O Arrange for or conduct internal audits annually;

O Notify laboratory management of deficiencies in the
quality system; and monitor corrective actions.

O Plan and organize audits as required by the schedule
and requested by management. Such audits shall be



Fax

DOE Quality Manager, Continued x

e

O Perform periodic inspections (at least annually) of the .
LIMS by the Quality Manager or designee to ensure the
integrity of electronic data. The Quality Manager or
designee shall maintain records of inspections and

O Review (or oversee the review of) the quality manual at
least annually and update it if needed.




Section 6 - Resource % s

Requirements

O Personnel Section »3%

O Qualifications for DOE Technical and
Quality Managers

L va
L/<>il

OTraining Requirements for Data



DOE Technical Manager % S
Qualifications

O [QSM 6.2.8] DOE only requirement

O The following shall be implemented in
addition to 6.2

O Technical Manager educational and




DOE Quality Manager % S

Qualifications

O [QSM 6.2.9] DOE only requirement
O The Quality Manager (however named) shall have,
at a minimum, the following qualifications:

%

O QSM 6.2.9.a) have documented training and/or
experience in Quality Assurance and Quality

Control procedures and the laboratory’s quality
system;




Data Integrity Training x

O A few changes to the introductory
paragraph
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Data Integrity Training, continued

O [QSM 6.2.11] In addition to the requirements in 6.2 the
following applies:

O Data integrity training shall encompass requirements for
complete records supporting all reported data, including
data with quality control outliers , and requirements to
refrain from improper, inappropriate, and prohibited
actions. Employees shall be informed that evidence of

articipation in improper, inappropriate, or prohibi

s

¥
#
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Data Integrity Training, continued ¢

O [QSM 6.2.12.i] reporting data from a modified
method without client approval, including, but not
limited to, changing the stoichiometry or detection

system of a method, reducing the number of N




6.3 - Facilities and Environment% S

Conditions

&;\7Dy;7§§é
R =
O-ENR

O No significant changes
.

O Requirements for storage blanks for VOA IS

aragde are ~ beina maintained N




6.4 - Equipment x

</ B \
VY

N0~

O Some clarifications

® U1 Al 1dl(JC O d IESW =1k A




Equipment Table Changes x

O Verification of Working
Standard Masses, i.e.,
masses used for daily
balance verification.

O Option 1: by comparison
to calibrated reference
weights not in daily use. O Acceptance Criteria-

o]g

O Frequency-Annually
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Equipment Table Changes x

O Monitoring of O Evaluate the data from
refrigerator/freezer devices upon return to the
lab. The laboratory shall

temperatures ;
_ " enact their non-
O Metrological Traceability conforming work =
not required for sample procedures within24
and standard storage hours of detecting any

excursion of =2 2 C or
any excursion greater than
2 hours.

O Frequency-
Daily (i.e., 7 days per
week)




Equipment Table Changes x

O Thermometer verification

check

O Using a thermometer O Frequency - Liquid in glass,
traceable to the SI through an electronic: Before first use
NMI and annually

O Performed at two Hand-held Infrared: Before !
temperatures that bracket the first use and quarterly AN
target temperature(s).
Assume linearity between the Traceable thermometers shall
two bracketing temperatures. be verified as required and

O If the range of use is < 10 °C correction factors used when
(e.g. 10 to 20 °C), only a appropriate
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Equipment Table Changes x

O
O Frequency - ST
N0
Timer traceable to NIS
where the uncertainty of ®

the time measurement is o -




6.5 - Metrological Traceability X
6.6 - Externally Provided
Products and Services %%

AN W\Y/2 7 %Qé
2 D<>D

2

O No significant changes-some clarification 1S

e a¥Ye alaalale \\U(
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Section 7 - Process Requirements x

O Important changes in a few sections
O Use of Modified Methods
O 7.1 - Review of Requests, Tenders and



/.1 - Review of Requests, % s
Tenders and Contracts

customers’ approval for use of external l[aboratory
services.

O ISO/IEC 17025-2017 added the requirement to obtain %%

O QSM 6.0 will add a requirement for maintaining recordﬁq(m%
of that approval

O Subcontract laboratories




Method Validation Changes x

O Standard must be followed

OValidation of changes to preparation
techniques must include challenges
from actual sample matrices
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Method Validation Additions X

O 7.2.2.1 DoD/DOE Requirement: When a modification of a
method includes changes to sample preparation steps, the
validation process shall include analysis of field samples in
the matrices of concern. Such demonstration will
preferentially include parallel studies using the published |
method versus the modified method.
O a. Where available, this study shall use field samples %{
containing target analytes, which are then spiked with
additional analytes not found natively in the samples.




Method Validation Additions, % S
continued

O b. It is not appropriate to use, for example, clean sand,
diatomaceous earth, or glass beads as the sole analysis
matrix for demonstrating preparation modifications for
soil methods. Similarly, while the analysis of Proficiency
Testing samples (PTs) and laboratory control samples _
(LCS) is required as part of the validation, it is not
appropriate to use only analysis of Proficiency Testing
samples or Laboratory Control samples to demonstrate
modifications of preparation methods.




Method Validation Additions, % S
continued

O 7.2.2.4 DoD/DOE Requirement: The laboratory shall
collate and maintain all of the records required under
this section, retain them for five years after the last use
of the method they support, and make them available .




/.3 - Sampling %

/.4 - Handling of Test Items *
/7.5 — Technical Records

O There are not significant changes
proposed for these sections
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7.6 - Evaluation of Measurement *
Uncertainty

/.7 - Assuring the Validity of
Results

O No significant changes are proposed for
these sections



7.8 - Reporting of Results x

O Expect major changes to this section
O Appendix A will be dropped

O Requirements maintained from
Appendix A will be moved to Section
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/7.9 - Complaints e
7.10 - Control of Non-Conforming

Work %%

-~

PSOOES

O No significant changes from ISO/IEC 17025-2017

O NOTE: 2017 ISO standard significantly changed
complaint requirements.

v/




/.11 - Control of Data and % S
Information Management

O No significant changes to ISO/IEC 17025-2017 text

O New standard significantly upgraded
requirements

O Requirements in current QSM will be maintained »:,,Lf




Section 8 - Management Systeﬁ% S
Requirements

O Section 8.1 - "Option A" is required
O A few significant changes
O Additional requirements in current QSM will be




8.2 - Management System % S
Documentation

O Requirements for Quality Manuals will be included here

O QSM 6.0 is keeping the requirement for a Quality TGS
Manual Lt

O Road map to the management system

O The list of requirements from previous versions will be
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Quality Manual Requirements x

O [QSM 8.2.1.a] DOD/DOE Requirement
O In addition to the requirement in 8.2.1, the following is
required:

O The laboratory shall have a quality manual and the AU
quality manual shall address or make reference to:

i. the procedures and policies that support the
management system;




Quality Manual Requirements, % &
continued

v. the organizational structural requirements, including

its place in any parent organization, and relevant
organizational charts ;

vi. the personnel requirements;

vii. the facility and environmental condition
requirements;

viii. the equipment requirements;



Quality Manual Requirements, % &
continued

xii. the requirements for the selection and verification
of methods;

xiii. the requirements for the validation of methods;

. . . ‘i:7"\///\%7\.
xiv. the sampling requirements; AVIR

xv. the requirements for the handling of test or
calibration items;




Quality Manual Requirements, % &
continued

XiX. the reporting requirements;
xX. the requirements for complaints;
xXi. the nonconforming work requirements;

xXii. the control of data and information management
requirements;



Quality Manual Requirements, % &
continued

xxV. the requirements for the control of records;
xXxVi. the requirements for actions to address risks and
opportunities;

%

xxvii. the requirements for improvement; AN

xxviii. the requirements for corrective actions;

xXix. the requirements for internal audits;




8.3 - Control of Management sk
System Documents
8.4 - Control of Records %%

O No significant changes
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8.5 - Actions to Address Risks X
and Opportunities

laboratories shall address [currently in

O QSM 6.0 will include a list of specific |tem§m§
draft]




Required Risk Evaluation x

O Risks to data validity associated with any new method »32(
modifications or in-house developed methods;
O Risks associated with metrological traceability Ry

procedures to ensure no negative impact to data validity
and uncertainty;

O Risks associated with externally provided products and
services




Required Risk Evaluation, % S

continued
O Determining minimum qualifications for technical %&

personnel, supervisory personnel, and other

technical and quality management personnel

O Ensuring alternate personnel are designated,
trained and authorized for key roles and
responsibilities;

O Determining for which methods LOD and LOQ
verifications will be performed quarterly and
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8.6 - Improvement x

SOOI EN)

™ NNO brono<ecc NANCIE e S




8.7 - Corrective Action B

O QSM W!” requ_ire a procedure for performing DOk
corrective action

O The procedure shall include assigned
responsibilities




8.8 - Internal Audits B

O Most of the current QSM requirements will be
maintained

O Auditor independence will be required

O Annual audit frequency requirement will be
maintained

O “Any activity that has the potential to affect the
validity of results shall be audited. The audit
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Internal Audit QSM Requirements

*

O Laboratories shall notify DoD/DOE clients within 15
business days of discovery when the investigation
casts doubt on the validity of results.

O DOE Only: The laboratory QA program shall »jf




8.9 - Management Review x

O QSM will require a procedure for performing
Management Review

O Current QSM requirements for tracking resulting actions
will be maintained

O DOE Only Requirement: Management reviews shall also

include laboratory radiation health and safety,
radioactive hazardous waste, and radioactive materials
management functions, where applicable (i.e., when




Other Changes - V1M1 % S
Proficiency Testing Module

N=\o/,

O Module 1 was distributed for comment several
weeks ago |

O Module includes specific requirements for ; O

.
A1) Al () - () () () \N YARISIR (1() ()T T)E
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In-House PT Activities B

O The laboratory shall submit in writing to their DoD ELAP
AB and/or their DOECAP-AP AB, and their impacted
customer(s), a list of items on their scope of

accreditation for which no suitable commercial PT is A %F
available.

O For these methods, Precision and Bias studies shall be




A

In-House PT Activities, continued. X

O Evaluate recovery and precision »3%

O Compare to limits SR
O Customer, if provided

O Laboratory, if not provided by customer




B-Table Template Changes x

O Paradigm change from “tightest criterion” for some
checks to following the quoted method

O Mass spectrometer tuning
O ICP interference checks
O Changes to the format of the B-Table

O “"Comments” column has been eliminated
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LOD-LOQ K

N} 1
~ B\
\\/&/A N

N0
/< DD

O Currently in draft and vigorous discussion stage * 7




Thank you!!! x
Kathryn and John Gumpper o
ChemVal Consulting, Inc J4 4%
10930 Morton Rd 58
Manistee, MI 49660
231-723-4043 B

LV

ChemVal Consulting i<
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