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1. SCOPE:

1.1 The Laboratory Manual communicates the policie s, procedures and
practices of Quality Synthetic Rubber's Material Te sting Laboratory both
internally and to it's customers. This manual havi ng been established to
meet both the needs and requirements of our clients and those of ISO/IEC
17025.

2. LABORATORY MANUAL DI STRI BUTI ON AND APPROVAL:

2.1 QSR electronically accesses the Laboratory Man ual. Printed copies for
Sales and Auditor distribution are marked Uncontrol led. The methods for
control and distribution are explained in procedure QA-05-001-P, Control of

QSR Policy Manuals.

2.2 The President / CEO and Technical Director app rove policy changes to
the Laboratory Manual. QSR records the revision le vel, issue date and
authorized signatures in the master Laboratory Manu al.

3. QUALITY PCLI CY STATEMENT

3.1 Quality Synthetic Rubber is committed to provi ding “World Class”
precision molded Elastomeric components. This comm itment is a company wide
dedication to continuous improvement and customer s atisfaction.
The Materials Laboratory and its personnel, in keep ing with this policy are
committed to:
¢ Maintaining a quality system that will allow us to meet or
exceed the requirements of our customers.
e Maintaining a quality system that will allow us to meet or
exceed the requirements of ISO/IEC 17025.
e« Maintaining a working knowledge of the quality syst ems

involved and implementing them in our work.

« Performing all testing in conformance with customer
requirements and stated test methods.

e« Providing “WORLD CLASS” testing services, in the mo st
professional manner possible, to our customers and clients.

4. MANAGEMENT REQUI REMENTS

4.1 ORGAN ZATI ON:

4.1.1 The Material Testing Laboratory managerial s taff has the authority

and resources needed to discharge their duties. Th e Material Laboratory is
equipped with superior facilities and staff. Labor atory Management is
supported by and reports directly to the President / CEO. The
organizational structure enables the Laboratory to perform the technical

and quality functions for which it is responsible.
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4.1.2 In the absence of the Technical Director, th e Laboratory Manager
will assume the duties of the technical Director. In the absence of the
Laboratory Manager the Technical Director will assu me the duties of the
Laboratory manager  these duties including quality m anagement
responsibility. In the event of both the Technical Director and the
Laboratory Manager absence, the Quality Manager for Quality Synthetic
Rubber's manufacturing facility, having knowledge o f Laboratory systems,

will assume these necessary management positions un til the return of these

key personnel.

4.1.3 Internal communications are directed through the Laboratory Manager
or Director of Technology to prevent adverse influe nce. Gifts or favors
from suppliers, customers or internal activities th at may benefit from “in-
spec” test results are prohibited to avoid the perc eption of conflict of
interest.

41.4 The Technical Director and Laboratory Manage r share joint
responsibility for the development and implementati on of the Laboratory
Manual. The process for updating the Laboratory Ma nual, and methods for
determining the revision history and responsibiliti es are detailed in
procedure QA-05-001-P, Control of QSR Policy Manuals.

4.1.5 The Laboratory Manager is responsible for be ing familiar with the
test methods, procedures, test objectives and the a ssessment of test
results. The Laboratory Manager also has the resp onsibility to maintain

the “Quality Management Systems” within the Materia | Laboratory to ISO/IEC
17025 and has the authority to institute corrective action and procedures
consistent with these quality goals. The Laborator y Manager reports to the

Director of Technology.

4.1.6 QSR's Quality Assurance Manager has the resp onsibility to maintain

the Quality Systems integrated with the Material La boratory as specified
within this Manual, and to maintain the overall Qua lity System to ISO/TS-
16949. The Quality Assurance Manager reports direc tly to the President /
CEO.

4.1.7 The Director of Technology has overall respo nsibility for technical
operations. The Director of Technology shall have the ultimate
responsibility to assure that the Laboratory remain s in compliance with
ISO/IEC 17025 at all times. The Director of Technol ogy and President / CEO
are the highest level of Management at which Labora tory policy and resource

decisions are made (ref.: Organization Chart).

4.1.8 It shall be the responsibility of all labora tory employees to
conduct themselves in a manner that does not dimini sh the confidence in our
competence, impartiality, judgment or operational i ntegrity as viewed by
both Q.S.R. employees and our customers. This resp onsibility includes
activities both in and outside of normal operations at Quality Synthetic
Rubber (ref.: Employee Hand Book / Plant Rules and Termination No tification

Procedure AC-05-001-P ).
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4.1.9 Job descriptions will be maintained for all
detailing responsibility, education and training re
Description Program ).

4.1.10 Proprietary rights and confidential informa
Synthetic Rubber and customers are adequately secur
Network Security & maintenance, procedure MI-05-001

4.1.11 The Organizational Chart can be obtained on
Rubber web sight by entering http://www.qsr-inc.com

Laboratory Personnel
quirements (ref.: Job

tion for both Quality
ed (ref. Computer
-P) .

the Quality Synthetic

4.2 QUALITY SYSTEM

421 The Quality System Manual, Laboratory Manual
Procedures along with Work, Process and Testing Ins

Quality System. Methods and policies specific to t
Laboratory are detailed in the Laboratory Manual, L

Testing Instructions. The document structure of th

System is outlined below:

Level 1 - Quality System Manual & Laboratory Manual
Level 2 - Quality Procedures & Laboratory Procedure
Level 3 - Work Instructions, Gage Instructions & LP
Level 4 - Records (Reports, Tags, Miscellaneous Doc

The Laboratory Quality System is available to all L
electronically on the Quality System Directory. Th
Directory, managed by the Quality Assurance Manager

and referenced
tructions comprise QSR's
he Material Testing
aboratory Procedures and
e Laboratory Quality

S
Testing Instructions
uments)

aboratory Personnel
e Quality System
, maintains the current

Laboratory Manual and relevant documents per Document Control, procedure

QA-05-006-P and Control of QSR Policy Manuals, proc
4.3 DOCUMENT CONTROL

4.3.1 Procedures for document control ensure:

* Those current issues of documents are available at
locations, and invalid or obsolete documents are pr
from points of issue.

e That obsolete documents retained for reference are
“Obsolete”.

e That master lists identifying the current revision
established and readily available (ref.: Quality Sy

4.3.2 The laboratory will institute the requiremen
procedures in the administration of document contro

. QA-05-006-P, Document Control

. QA-05-001-P, Control of QSR Policy Manuals

. QA-05-003-P, Procedure and Work Instruction Control
. QA-05-007-P, Control of Process Inspection and Test
. QA-05-010-P, Standards Control Procedure

. QA-05-008-P, Form Control Procedure

. MG-05-002-P, Customer Drawing Control

edure QA-05-001-P

all essential
omptly removed

identified as

status are
stem Directory).

ts of the following

ing Instructions
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. MI-05-002-P, Software Control
. QA-16-001-P, Record Retention
. QA-05-005-P, Document Identification Control

4.3.3 The Director of Technology and Laboratory Ma nager share joint
responsibility for the development, implementation and maintenance of the
Laboratory Manual, Laboratory Procedures and Test | nstructions.  The
Laboratory Manual and Laboratory Procedures will be reviewed annually as a
part of “Management Review”. Revision recommendati ons may be made by any
Quality Synthetic Rubber Employee. Control of QSR Policy Manuals,
procedure QA-05-001-P and Procedure & Work instruct ion Control, procedure
QA-05-003-P  detail the steps for revising the Laboratory Manual , Procedures
and Instructions.

4.3.4 Changes to documents are reviewed and approv ed by the same functions
that performed the original review and approval unl ess specifically
designated otherwise. Approval functions have acce ss to pertinent
information to base their review and approval. The approval functions are
listed on the documents or referenced. A descripti on of the change is
listed on the document or attachments and the obsol ete document is retained

in the signature files.

4.3.5 Calibration and Testing Instructions are par t of the Document
Control System. These documents are maintained up- to-date and readily
available to the staff. Laboratory Procedures and Instructions detail the

use and operation of all relevant equipment, includ ing the handling and
preparation of items for calibration or test (ref. Control of Process,
Inspection & Testing Instructions, procedure QA-05- 007-P).

4.4  CONTRACT / NEW WORK REVI EW

4.4.1 Quality Synthetic Rubber’'s testing laborator y is not a contract
testing facility. The testing performed in Q.S.R. is a part of the
“ Production Part Approval Process " (PPAP), and also in many cases is

performed as a periodic confirmation that materials used to produce product

conform to specification requirements.

4.4.2 New work is reviewed by the Director of Tech nology as a part of the
Simultaneous Advanced Planning (SAP), Procedure QA- 02-002-P . A feasibility
review is conducted and documented (ref.: form SA-03-002-F ) for non-
standard inquiries as required by the Advanced Quality Planning Procedure
QA-02-001-P and the Feasibility Review Procedure SA-02-001-P . Issues of
concern that arise as a result of a feasibility rev iew are resolved with
QSR’s customers prior to acceptance of a contract. Acceptable Feasibility
Review's are processed in accordance with the Simul taneous Advanced

Planning Process.
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4.4.3 As a part of Simultaneous Advanced Planning
to job requirements as they pertain to the assignme
materials to be used for the product. Prints and a
specifications are evaluated for material and test

selection of appropriate test methods is made and ¢
laboratory capabilities and resources to assure tha
requirements. If an area of concern is noted or

deviate from customer requirements these concerns a
reported in the SAP meeting and appropriate measure
commencement. Evidence of this review and appropri
indicated on the
F.

4.4.4 QSR'’s laboratory does not subcontract testin
accreditation. Consideration is however given to t

of job review. Decisions are made at this time wit
work, that is not within our scope of accreditation
laboratories for completion.

4.4.5 Records of review are maintained as a part o
system as a part of the SAP process. Records of cu
it relates to laboratory testing will be maintained
appropriate job file.

4.4.6 The SAP process is an on-going process of jo
continues until the customer is submitted all requi

such any amendments to requirements that take place
commenced is and will be communicated to all affect

to work that falls out-side the realm of the SAP pr

will be documented in writing by the Technical Dire

Manager and communicated to all affected parties.
concluded with the customer's approval of the PPAP.

4.5 SUBCONTRACTED TESTI NG

4.5.1 Itis not the policy of QSR’s laboratory to
which it maintains accreditation. However if it sh
subcontract work for some unforeseen circumstance t

will apply:

Simultaneous Advanced Planning monitoring form QA-0

, consideration is given
nt and testing of
Il related
requirements. The
onsideration is given to
t we can meet the job
there is a need to
re discussed and
s are taken before job
ate actions are

2-011-

g for which it maintains
est capabilities as part
h regard to placing
, with outside

f QSR’s network computer
stomer correspondence as
in writing in the

b review. This process
red documentation as
after work has
ed parties. If changes
ocess take place they
ctor or the Laboratory
The SAP process is

subcontract testing for
ould become necessary to
he following policies

« Work is only to be placed with laboratories that co mply with
ISO/IEC 17025 for the testing to be performed.

¢ QSR will inform its client, if work is being perfor med at the
request of a customer out-side of QSR, in writing o f the

arrangement to subcontract.

« If appropriate, QSR will obtain customer approval t
subcontract.

QSR will maintain responsibility for subcontracted work and
do whatever is required to assure that it's clients are
satisfied with the work performed.
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* Test results from subcontractors will be submitted to QSR’s
customers “as received” by the subcontractor (The f ull
subcontracted test report is submitted to the custo mer).

4.5.2 A file is maintained for all “subcontractors " and a copy of their
“scope of accreditation is kept in said file. A li st of Approved Vendors
is maintained which includes approved Laboratories (ref. Vendor Control

Procedure, PR-06-002-P ).

4.6 PURCHASI NG

4.6.1 QSR's purchasing department maintains approv ed suppliers for the
purchase of supplies and services that have a direc t effect on the quality
product and testing performed (ref.: Purchasing Procedure, PR-06-001-P ).
The methods used to select and classify vendors can be found in the Vendor
Control Procedure, PR-06-002-P. A list of Approved Vendors is maintai ned
by the Purchasing department, which includes approv ed suppliers used by the
Laboratory (ref.: Vendor Control Procedure, PR-06-002-P). Materials used
for specification testing, “Consumable Materials”, by the Laboratory are
controlled via the Consumable Materials Procedure, ML-06-001-P
4.6.2 In addition to the policies as stated in the Vendor Control
Procedure, the following requirements shall apply to the purch ase and
selection of supplies and services for the laborato ry:
e Consumable materials shall, whenever possible, be o btained by a source
that has obtained a minimum of 1ISO 9000 accreditati on (ref.: Consumable
Materials, procedure ML-06-001-P).
e Calibration and Testing services shall, whenever po ssible, be obtained
from laboratories accredited to ISO/IEC 17025 by A2 LA or another
accredited body recognized by A2LA under the recipr ocal recognition
agreement, (ref.: Calibration Control, procedure DL-11-001-P;  Purchasing

Procedure, PR-06-001-P ).

4.6.3 Whenever QSR's Material Lab does not use a ¢ alibration or reference
standard source that is ISO/IEC 17025 accredited, t he source will be
evaluated for meeting the intent of ISO/IEC 17025 p er the Vendor Control

Procedure , PR-06-002-P.

4.7 SERVICE TO THE CLI ENT:

4.7.1 The laboratory will do everything possible t 0 assure that Quality
Synthetic Rubber and it's customers receive the bes t possible service while
maintaining the utmost in confidentiality when requ ired. This may include,
however is not limited to:
e Cooperating with customers in the clarification of test
requests and the performance of said tests.
« Affording customers access to the laboratory to wit ness

testing when requested.
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« Prepare, package and dispatch test items as may be required by
our customers for the purpose of verification, etc. .

e Advise, guide and communicate with our clients in t echnical
matters, opinions and interpretations in regard to testing
performed or to be performed.

¢ Communicate to the client any major deviations in t esting
being performed.

e Communicate with the client with regard to any dela ys that may
result in the customer not receiving their testing in a timely
manner.

e Clients will be notified of any event that casts do ubt onto

the validity of results supplied to them.

4.8 COWPLAI NTS:

4.8.1 Complaints against the Laboratory's activiti es, both verbal and
written, are documented in accordance with Technical Complaint, procedure,
ML-14-001-P  which covers the methods for documenting, investig ating and

resolving complaints.

4.8.2 Whenever a complaint raises doubt concerning the Testing
laboratory's compliance with Laboratory procedures, policies or ISO/IEC
17025, a prompt audit of the quality system will oc cur. Consideration of
suitable preventative action will be an integral pa rt of this process.
The Corrective Action, procedure QA-14-001-P will be used to assign root

cause and implementing irreversible corrective acti on.

4.9 CONTROL OF NONCONFORM NG TESTI NG / CALI BRATI ON WWORK:

4.9.1 In the event that a nonconformance is identi fied with regard to any
aspect of testing or the results of the testing per formed do not conform
with laboratory procedure or the agreed requirement s of our customers, the
Technical Director or the Laboratory Manager will a ct to contain the
nonconformance and to initiate corrective action pe r the Control of

Nonconforming Testing, procedure ML-13-001-P

4.9.2 In the event that a nonconformance is identi fied with regard to
calibration work performed the Calibration Control procedure DL-11-001-P

will be followed and corrective action taken accord ingly. The Laboratory
Manager evaluates at risk equipment and takes appro priate corrective
action.

4.10 CORRECTI VE ACTI ON:

4.10.1 Corrective Action procedure QA-14-001-P describes the methods for
implementing corrective action as well as action to prevent reoccurrence
and includes a process for the recording of relevan t information for

Management review.

4.10.2 As a part of “containment” management must decide if the
nonconformance requires notification of the client( ‘s) in regard to the
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nonconformance or work performed that may come into
the nonconformance. If such notification is deemed
said notification shall be present in the “CONTAINM
Corrective Action report.

4.10.3 If a serious issue or risk to business is i
a nonconformance, that has cast doubt on laboratory

procedure or compliance with ISO/IEC 17025, an audi
the area of nonconformance to assure the effectiven
action (Ref.: Internal Quality Audits,

4. 11 PREVENTI VE ACTI ON:

4.11.1 The following procedures and policies are u
of “Preventive Action” as it applies to a proactive
improvement and the identification of potential sou

« Corrective Action, procedure QA-14-001-P
e Preventive Action, procedure QA-14-002-P
e Internal Quality Audits, procedure QA-17-001-P

question as a result of
necessary a record of
ENT” section of the

dentified as a result of

compliance with policy,

t shall be conducted on
ess of the corrective

Procedure QA-17-001-P).

tilized in the process
approach to quality
rces of nonconformance:

e Continuous Improvement Project (CIP), procedure AD- 02-001-P

e Laboratory Proficiency Testing, procedure ML-11-002 -P

« Gage Evaluation Procedure, procedure DL-11-002-P

e Statistical Process Control, procedure QA-20-001-P

e Laboratory Statistical Process Control, procedure M L-20-001-P

* Management Review, procedure AD-01-004-P
e Test Quality Monitoring, ref. Form ML-10-013-F

4.11.2 The above procedures and policies describe
detect, analyze and eliminate potential causes of n
Appropriate sources of information such as customer
results, SPC, Gage Repeatability & Reproducibility,
reports on quality and Laboratory Proficiency Testi

4.11.3 The procedures include instructions for det
needed to deal with problems requiring preventive a
initiating and applying preventive actions are also
effectiveness.

4.11.4 Relevant information on actions taken is su
Review from the Continuous Improvement Process, int
corrective / preventive action records.

4.12 CONTROL OF RECORDS:

4.12.1 QSR has established procedures for the iden
indexing, access, filing, storage, maintenance and
technical records. The following procedures have b
facilitate the control of records as they relate to
concern:

the methods used to
onconformities.
complaints, audit
replicate tests, trend
ng are used.

ermining the steps
ction. The controls for
defined to ensure their

bmitted for Management
ernal audits, and

tification, collection,
disposal of quality and
een established to
specific areas of
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e Document Control, procedure QA-05-006-P
« Document Identification, procedure QA-05-005-P
« Record Retention, procedure QA-16-001-P
e Standards Control, procedure QA-05-010-P

e Control of QSR Policy Manuals, procedure QA-05-001- P

e Form Control, procedure QA-05-008-P

e Computer Network Security and Maintenance, procedur

001-P
e Software Control, procedure MI-05-002-P

* Procedure and Work Instruction Control, procedure Q
e Control of Process, Inspection and Testing, procedu

007-P

4.12.2 Records are legible, stored in a suitable e
damage or deterioration and are readily retrievable
protected, backed-up, stored and access controlled
Security & Maintenance, procedure MI-05-001-P

to the customer or the customer's representative wh
contractually. All records are held secure and in

4.12.3 Reference Record Retention, procedure
times by record type. Customer specific retention

as contractually required. Retention times are cons
records are eventually disposed.

4.12.4 Obsolete documents are promptly removed fro
including operating locations. Obsolete documents
identified as "Obsolete" if retained for reference,
unintended use. Electronic media is immediately re
reissue (ref. Document Control, procedure

4.12.5 The laboratory shall retain records of orig

derived data and sufficient information to establis
calibration records, staff records and a copy of ea
calibration certificate issued, for a defined perio

4.12.6 The records for each test or calibration sh
information to facilitate, if possible, identificat

the uncertainty and to enable the test or calibrati
conditions as close as possible to the original.

4.12.7 The records shall include the identity of p
the sampling, performance of each test and/or calib
results.

4.12.8 Observations, data and calculations are rec
are made and are identifiable to the specific test
maintained on file in the Materials Laboratory (ref
Form, ML-02-003-F and Master Test Files ).

e MI-05-

A-05-003-P
re QA-005-

nvironment to prevent
. Electronic data is
per Computer Network

. Records are made available

en agreed to
confidence.

QA-16-001-P for retention

periods are adhered to
idered minimums and

m all points of issue

are destroyed, or

to assure against

placed with updates upon

QA-05-006-P).

inal observations,
h an audit trail,
ch test report or
d.

all contain sufficient
ion of factors affecting
on to be repeated under

ersonnel responsible for
ration and checking of

orded at the time they
being performed and
Compound Evaluation
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4.12.9 When mistakes occur in records, each mistak e shall be crossed out,
not erased, made illegible or deleted, and the corr ect value entered
alongside. In the case of electronically stored da ta a hard copy of the
data will be produced and a brief note shall be add ed to the document
specifying the nature of the mistake. All such mis takes / alterations to
records and electronic data shall be signed or init ialed by the person

making the correction and maintained on file.

4. 13 | NTERNAL AUDI TS:

4.13.1 Periodic internal audits of the laboratory a re performed in
accordance with Quality Synthetic Rubbers Internal Quality Audits,

procedure QA-17-001-P . Internal auditors are trained and independent of

the area being audited. Audit activities verify tha t laboratory operations
continue to comply with the requirements of the qua lity system and ISO/IEC

17025. The audits are intended to determine:

*  Whether procedures described in the quality system are being
followed;

*  Whether objectives (as defined in the quality syste m) are being
achieved;

»  Whether designated duties are being carried out sat isfactorily;

» And if there is opportunities for improvement.

4.13.2 When audit findings cast doubt on the effec tiveness of the
operations or the correctness or validity of the la boratory’s test results,
the laboratory shall notify clients in writing if i nvestigations show that

the laboratory results may have been affected.

4.13.3 The area of activity audited, audit finding s, follow-up audit
activities and corrective action are recorded in Qu ality Synthetic Rubber’s
computer system using the “Internal Audit Program”.

4.14 NMANAGEMENT REVI EW

4.14.1 Management Review meetings for all QSR func tions are held at
defined intervals. Management Reviews assess the e ffectiveness and
continuing suitability of the Quality System to sat isfy the requirements of
ISO/TS-16949, ISO/IEC-17025 Requirements, and QSR's stated Quality Policy
and Objectives. The President / CEO is responsible for scheduling and

conducting these reviews.

e 4.14.2 In addition to the Review requirements of t he
Management Review, procedure AD-01-004-P, once annually, the
Technical Department reviews, evaluates and reports on the
following elements of the Laboratory's Quality Syst emas a
part of the management Review process:Matters arisi ng from the
previous Management Review;
e Third-Party assessments, findings and corrective ac tion
(A2LA);
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Customer on-site audits, findings and corrective ac
(Client Feedback)

Safety and environmental concerns;

Future plans and projections for staff, training, e
Facility, etc.;

Suitability of the Laboratory manual;

Suitability of the Laboratory procedures;
Supplier and internal corrective and preventative a
Equipment maintenance;

Equipment Validation;

Results of internal audits, findings and corrective
Results of participation in proficiency testing;
Results of in-house quality checks;

Details of any complaints from customers;
Changes in the volume an the type of work;

tion;

quipment,

ctions;

actions;

Reports from managerial and supervisory personnel.

4.14.3 Conclusions of the reviews are documented.
scheduling, conducting and recording Management Rev
Management Review, procedure AD-01-004-P

5.  TECHN CAL REQUI REMENTS:

5.1 GENERAL:

5.1.1 Quality Synthetic Rubber’s laboratory is a m
laboratory. The testing performed is performed in
ASTM procedures. Our laboratory takes into account
the correctness and reliability of this testing and
performed in accordance with ASTM test requirements
are considered when test procedures are establish f

* Personnel;

* Accommodations and Environmental conditions;
* TEST Methods and method validation;

« Equipment;

« Measurement traceability;

e Sampling;

¢ Handling of test items.

5.2 PERSONNEL:

5.2.1 QSR's Laboratory is assigned sufficient pers
education, training, technical knowledge and expert
All Laboratory Employees receive training, from a s

the Rubber Division of the American Chemical Society

processing and testing of elastomers. The level of

Laboratory Personnel is documented in training reco

“Laboratory Personnel Qualifications List” (

Detailed rules for
iews are specified in

echanical test
accordance with specific
many factors to assure
that testing is being

. The following factors
or this testing:

onnel with the necessary
ise for their functions.
ource affiliated with

, in the compounding,
expertise for
rds and on the

ref.; Laboratory Personnel

Approved By:
PRESIDENT / CEO:

Maintained By:
DIRECTOR OF TECHNOLOGY:

Revision: 5

Issued: 04/20/05
UNCONTROLLED when printed

Page 12 of 20




QUALITY SYNTHETIC RUBBER, INC.

Quialifications List, form ML-18-002-F and Laborator
ML-18-001-P).
covering the education, skills and technical experi
Personnel are maintained. The Laboratory Manager r
qualifications and completed training.

5.2.2 ltis the policy of Quality Synthetic Rubber

education and training needs of it's personnel, bas
expertise, as a part of the Management Review proce
Review, Procedure AD-01-004-P and Management Review
manual).

5.2.3 All personnel utilized within the laboratory
under contract to Quality Synthetic Rubber, Inc..
personnel are utilized, that are not part of the te
Laboratory Manager shall assure that said personnel
competent, and that they work in accordance with la
systems.

5.2.4 Each Laboratory position, including senior s
description identifying relevant qualifications, po
job requirements for the position, responsibilities
relationship, and supervisory responsibilities (ref
Program ).

5.3 ACCOVMODATI ONS AND ENVI RONVENTAL CONDI Tl ONS:

5.3.1 Environmental controls for the Material Labo
for the type of testing being performed. A tempera
environment is maintained as required by the ASTM p
performed. Human factors relating to light, ventil
considered with respect to performing required task

5.3.2 Environmental factors that may adversely aff
controlled to the degree necessary so as not to inv

increase the measurement uncertainty. Areas of sam
preconditioning, testing and storage are of adequat
degrading factors that could affect the integrity o
Environmental Control, procedure ML-11-004-P ,
and ASTM Procedures address environmental requirements.

5.3.3 A calibrated temperature monitoring device i
operating, whenever testing or specimen conditionin
temperature control is being performed. The Labora
recorded and maintained on file in the Material Lab
accessible. Laboratory Management has the power an
testing in the laboratory any time conditions becom
results of said testing comes into question as to v
conditions that may arise due to the environment.

5.3.4 Effective separation is maintained for incom
when potentially adverse influence or cross-contami

The Laboratory Training procedure indicates how rec

y Training, procedure
ords
ence of the Laboratory
etains records detailing

to evaluate the

ed on their level of

ss ( ref., Management
, section 4.14 of this

are employed by or
Where Additional
chnical department, the
are supervised,
boratory quality

taff, has a job
sition title, minimum
, reporting

Job Description

ratory are appropriate
ture-controlled
rocedures being

ation and space are
s safely, effectively.

ect measurements are
alidate test results or
ple preparation,

e size and free from

f the samples.

Laboratory Test Instructions

s available and

g necessitating

tory room temperature is
oratory and is readily

d responsibility to stop

e such that the test
alidity, including

patible test areas, or
nation needs to be
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avoided. This is accomplished by segregating the L
work areas indicative to the testing operations.

aboratory into specific

5.3.5 QSR's building layout segregates the Materia | Laboratory from other
manufacturing functions to limit access. The Mater ial Laboratory is
secured when Laboratory Personnel are not on duty.

to maintain all areas

d materials are stored

, unless extended or
Desktops, countertops,
nel. QSR’s Building
uded as an audit item

5.3.6 ltis the policy of Quality Synthetic Rubber

in a clean and orderly manner. Tools, equipment an
in their proper location at the end of each workday
continuous testing requires use of the equipment.
etc. are cleaned as needed by the Laboratory Person
Maintenance maintains floors. Housekeeping is incl
(ref.. Internal Auditing, procedure QA-17-001-P)

5.4 TEST METHODS AND METHOD VALI DATI ON:

5.4.1 Test Instructions are part of the Document C ontrol System, are
maintained up-to-date and readily available to the staff (ref.: Control of
Process, Inspection & Testing Instructions, procedu re QA-05-007-P and
Document Control, procedure QA-05-006-P) Laboratory Procedures and Gage
Instructions detail the use and operation of all relevant equip ment,
including the handling and preparation of items for testing. Laboratory

Test Procedures are written for tests performed by Laboratory personnel in

order to maintain consistency of the measurement pr
Instructions are clear and unambiguous and are elec
the Quality System Directory. Where Appropriate, a

ocess. Laboratory Test
tronically accessed from
n estimation of

measurement uncertainty and / or statistical techni
analysis of test data.

gues are used for the

5.4.2 Laboratory Procedures contain the following information:

e The title,

e Unique procedure number (LP-#),

» Instruction effective date and revision level,

« Applicable references and published consensus stand ards,
e Scope,

e Apparatus used,

« Known testing limitations,

e The number of significant figures to be reported,

e The instruction and any other needed information.

he customer, the

rnational or national

, then methods might be
Methods that have not

5.4.3 Where a testing method is not specified by t
Director of Technology will select a published inte
standard. If a consensus standard is not available
found in professional scientific texts or journals.

been established as a standard are fully documented , Statistically

validated and agreed to by the involved parties. Non-standard methods are
made available to the customer and other recipients of the report.
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5.4.4 Confirmation, of the laboratories ability to
perform testing, is completed prior to introducing
systems for use. Confirmation of ability to proper
also performed as a part of the review process when
changes are received and introduced into the labora
Customers, when appropriate, will also be informed
considered inappropriate or out of date.

5.4.5 When sampling is a requirement of the test m
Testing Laboratory uses documented procedures and a
techniques to select a sample. The sampling techni
Laboratory Instruction and ASTM procedures.

5.4.6 Manual calculations and handwritten data tra
checks by someone other than the Technician perform
reporting the data to the customer. The individual
initials the data as evidence of the review.

5.4.7 The Material Testing Laboratory utilizes com
equipment for the capture, processing, manipulation
storage and retrieval of test data. The Laboratory
evidence that the equipment is capable of performin
of the test method specification.

5.4.8 The laboratory and support functions to the

e Computer software is documented and adequate for us
for purchased software and
for internal software);

e Computer Network Security & Maintenance, procedure

manufacturer's manuals
Control, procedure MI-05-002-P

use equipment and

the test into laboratory
ly perform testing is
ever specification

tory systems.

if methods proposed are

ethod, the Material
ppropriate statistical
gues are specified in

nsfers are subject to
ing the work, prior to
checking the work,

puters and automated
, recording, reporting,
maintains supporting
g within the boundaries

laboratory help ensure:

e, (ref.
Software

MI-05-001-

P, documents the procedures for ensuring the security ,

maintenance and integrity of data entry, capture, s

torage,

transmission and processing in the computer system;

« Equipment is maintained and calibration verified to
Calibration Control, procedure, DL-

proper functioning, (ref.
11-001-P );

5.4.9 All laboratory equipment and testing perform
evaluated to determine if the estimation of uncerta
needed (ref,:
007-P and Calibration Control, procedure, DL-11-001

5.5 EQUI PMENT:

5.5.1 QSR's Laboratory is furnished with all items
measurement and test equipment required to correctl
specified in our scope of accreditation. In those
personnel need to use equipment outside of the labo
control such equipment use must first be approved b
and said equipment must be investigated to assure t
both the test specification and ISO/IEC17025 are me

Estimation of Uncertainty of Measurement, procedure

ensure

ed by the laboratory is

inty of measurement is
ML-11-
-P).

of sampling,

y perform all testing
cases where laboratory
ratories permanent

y the Technical Director
hat the requirements of
et.
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5.5.2 To assure that equipment used for testing co
specification requirements and are capable of achie
required for each test performed The following proc
associated with them, have been instituted to assur
specifications relevant to the tests concerned:

e Laboratory Equipment Validation, procedure ML-11-00

e Calibration Control, procedure DL-11-001-P;

* Preventative Maintenance System, procedure MT-09-00

« Software Control, procedure, MI-05-002-P;

5.5.3 Laboratory equipment is only operated by aut

Instructions on the use and maintenance of laborato

to date and available via QSR’s computer system (re
Program, PM Program).

5.5.4 Gages, measuring and test equipment are labe
sticker that identifies the date of the last calibr

the next calibration and the initials of the person
activities. Intermediate checks are performed in h
control procedure.

5.5.5 Records for measuring, test and operational
per the respective procedures:
Preventative Maintenance System, procedure MT-09-00
Equipment Validation, procedure ML-11-006-P.

are maintained in the equipment files located in th
include the following information:

« Equipment identity;

e Manufacturer's name, type, and serial number or oth

identification;
* Equipment validation;
« Date received and date placed in service;
e Current location;

« Condition when received (e.g. new, used, reconditio

* Manufacturer's instructions, where available;

+ Dates and results of calibrations and/or verificati
date of the next calibration and/or verification;

« Details of maintenance carried out to date and plan

future;

e History of any damage, malfunction, modification or

5.5.7 Equipment that has been damaged, overloaded,
or otherwise found to be producing suspect or defec
from service. Equipment removed from service is id
prevent equipment from being used. Before reintrod
following a repair, the performance and calibration
proper performance. Defective equipment activities
affect the equipment may have had on previously rep

Equipment validation

mplies with

ving the accuracy
edures, and the systems
e compliance with

6-P;
3-P;
horized personnel.

ry equipment is kept up
f. QSD, Lab Pro’s., Cal.

led with a calibration
ation, the due date for
nel responsible for such
ouse per the calibration

equipment are maintained

Calibration Control, procedure DL-11-001-P,

3-P and Laboratory
records
e laboratory. Records

er unique

ned);

ons and
ned for the
repair;

shown by verification
tive results is removed
entified as such to
ucing equipment

is evaluated to ensure
are evaluated for any
orted test results.
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Appropriate action is taken in accordance with the Test Reporting,
procedure ML-16-001-P and Calibration Control, proc edure DL-11-001-P

5.6 MEASUREMENT TRACEABI LI TY AND CALI BRATI ON:

5.6.1 All measuring and test equipment having an e ffect on the accuracy or
validity of tests are calibrated and/or otherwise v erified prior to being
placed into service. Confirmations, using a positi ve recall system, are
performed at prescribed intervals to ensure the cap ability of the

equipment. Calibration certificates and reports, w herever applicable,
provide traceability to National Standards (NIST) a nd contain the “as
found” condition of the instruments, measurement re sults and the associated
uncertainties (ref.: QSR's “Gage Program” and the Calibration Control,

procedure, DL-11-0001-P ).

5.6.2 Where traceability to a National Standard of measurement is not
applicable other evidence is used to satisfactorily correlate evidence such
as:

« Proficiency testing or inter laboratory comparisons ;

« Internationally accepted standard in the field conc erned;
e Suitable reference materials;

< Ratio or reciprocity-type measurements;

e Mutual consent standards (clearly specified and agr eed to by
all parties).
5.6.3 The Calibration Control Program provides for the calibration and
verification of reference standards. The reference standards are
calibrated by a National Standards Laboratory that ensures traceability to
the primary standard at NIST. The Dimensional Labo ratory maintains the

integrity of the standards.

5.6.4 Select standards and measuring equipment req uiring service checks
between calibrations to monitor for unacceptable dr ift are identified in

the gage program and specific instructions provided via Laboratory
Procedures or Gage Instructions . Required checks are scheduled and the

results recorded ( ref.; Calibration Control, procedure, DL-11-001-P ).
5.6.5 Reference materials are not applicable to an y testing performed at
QSR. Policy will be established if reference mater ials become a specified

or contractual requirement for a testing procedure.

5.7 SAMPLI NG, HANDLI NG AND STORAGE OF TEST | TEMS:

5.7.1 Quality Synthetic rubber’s laboratory does n ot perform testing on a
contract basis. Testing is performed on Quality Sy nthetic rubber materials
for Quality Synthetic rubber to supply to the custo mers it fabricates
products for, therefore we do not receive samples/t est items from customers
for testing.

5.7.2 The following documents and procedures have been established and
shall be used in the determination of test item sam pling, identification,
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handling, protection and storage requirements to en sure the validity of
testing being performed by Quality Synthetic’s labo ratory:

e Compound Evaluation, form ML-02-003-F

e« ASTM procedures.

e Laboratory “Test Procedures” (LP-procedures);

e Material Development, procedure ML-02-001-P

< ldentification and Traceability, procedure MG-08-00 1-P

* Receiving Inspection, procedure QA-10-001-P

e In-Process Material Testing, procedure ML-10-002-P

* Environmental Control of the Materials Laboratory, procedure

ML-11-004-P

5.7.3 ASTM procedures will be followed for the det
handling and storage requirements for all testing r
of Accreditation” that is performed for submittal t
customers require deviations, additions or exclusio
sampling procedure, these shall be recorded in deta
shall be communicated to the appropriate personnel.

5.7.4 When Laboratory testing is complete, any rem
is identified, stored and then disposed of in accor
government and environmental regulations.

5.7.5 Where test items need to be stored or condit
environmental conditions, the conditions are mainta
recorded. Security arrangements are followed as re
condition and integrity of secured items.

5.7.6 Testitems are examined by the Laboratory pr
that the test item has received all necessary prepa

or departures from normal conditions are logged in
the laboratories “Incoming Sample Log”. Unacceptab
items are disposed of and replacement samples are o

5.8 ASSURI NG THE QUALITY OF TESTS:
5.8.1 In addition to periodic audits the Material
Checks to ensure the quality of results provided to

Quality Monitoring Matrix form ML-10-013-F). Check
the items listed, but are not limited to the follow

«  Statistical techniques (ref.:

ermination of sampling,
eflected in our “Scope

0 QSR'’s customers. When
ns from documented

il on test reports and

aining sample material
dance with applicable

ioned under specific
ined, monitored and
quired to protect the

ior to testing to ensure
ration. Abnormalities
the comments section of
le or questionable test
btained.

Laboratory implements
customers (ref.: Test

s include as appropriate
ing list:

Laboratory Statistical Process

Control, procedure ML-20-001-P; Gage Evaluation, pr ocedure DL-
11-002-P; and Statistical Process Control, procedur e QA-20-
001-P);

e Inter-laboratory comparisons (ref.:
Testing, procedure ML-11-002-P

Laboratory Proficiency
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« Regular use of certified reference materials and/or
quality Control using secondary reference materials ;

* Replicate testing using the same or different metho

e Re-testing of retained items;

* Correlation of results for different characteristic

item;

5.8.2 Assuring the quality of testing performed is

is monitored and reviewed as a part of the manageme

(ref. Management Review, section 4.14

5.9 REPORTI NG OF RESULTS:

5.9.1 Material test results are reported accuratel
unambiguously and objectively. Test data sent tot
in accordance with the
for QSR's process control is handled per procedures
Testing, procedure ML-10-002-P and Receiving Inspec
001-P . The test reports include or reference all the i
necessary for the interpretation of the test result
notified in writing of any event that casts doubt o
results given in any test report or test report ame

5.9.2 Any amendments to a test report after issue

the form of a further document. Amendments must co
"Supplement to Test Report Serial N0.12345678...
the test report that is being supplemented. Clear

the two reports is made so that there is no mistake
contains the correct results. Amendments will meet
ISO/IEC 17025.

5.9.3 When the testing is not within QSR's scope o
testing will be performed by an outside Laboratory.
testing service suppliers are competent to perform
requirements of ISO/IEC 17025. Testing service sup
based on historical data, scope of accreditation an
supplier. Records are maintained of the evaluation
Approved Vendors is maintained which includes appro
Vendor Review, procedure PR-06-002-P
laboratories are not reported on QSR's test reports
test report is submitted to the customer.

5.10 A2LA PCLI CI ES

5.10.1 Quality Synthetic Rubber, Inc. will do ever
assure compliance with the requirements of A2LA’s a

in-house
ds;

s of an

an ongoing process and
nt review process

y, clearly,
he customer is handled

Test Reporting, procedure, ML-16-001-P . Test data

In-Process Material
tion, procedure QA-10-
nformation
s. Customers will be
nto the validity of
ndment.

shall be made only in
ntain the statement

” with the serial number of

differentiation between
as to which report
all the requirements of

f accreditation, the
QSR ensures that
the testing and meet the
pliers are selected
d an evaluation of the
s and data. A list of
ved Laboratories ( ref.:

). Test results performed by out-side

. The full supplier

ything in it's power to
dvisory policy
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“Laboratory Reference to A2LA Accreditation Stature
establish and shall be followed by all employees in
the A2LA logo, or the presentation of our accredita
that it is always presented in a manner that does n

in areas out side our “Scope of Accreditation”. If
Rubber’s A2LA accreditation should be discontinued
the use of the “A2LA” logo and other references to

. Procedures have been
volved, in the use of

tion status, to assure

ot imply accreditation
Quality Synthetic

or otherwise suspended
A2LA accreditation will

be discontinued (ref.: Use of A2LA Logo and Accreditation Status, Procedur

ML-05-002-P ).

5.10.2 The A2LA document “A2LA Policy on Measureme
be followed to assure that the laboratory applies s
application of measurement traceability. Procedure

and will be followed to assure consistent practices
measurement traceability principals as they relate
calibrations associated with the tests reflected in

nt Traceability” shall
ound principals in the

s have been established
in the application of

to the equipment and
our “Scope of

Accreditation” (ref, Measurement Traceability, Technical Department

Requirements, Procedure ML-11-008-P ).
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