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1.

PURPCSE:

This manual sets forth the scope of Quality Synthet

Development's

Envi r onnent al

for conformance to 1ISO 14001 Environmental Manageme

2.

SCOPE:

The Quality Synthetic Rubber / Medical Elastomer De

Management System(EMS)provides for the development and implementati

environmental policy and objectives that will; assu

assure conformance with our

Envi r onnent al

maintain and improve on our environmental managemen

ic Rubber and Medical Elastomer

Management System (EMS) and establishes the foundation

nt System requirements.

Envi r onnent al
on of
re conformance to 1ISO 14001,

velopment

Pol i cy and establish, implement,

t as it relates to the

environmental aspects, which we can control, and/or influence.
3. REFERENCES:
QSR Reference Documents MED Reference Documents
3.1 ISO 14001, Environmental management systems — ISO 14001, Environmental management systems —
Requirements with guidance for use Requirements with guidance for use
3.2 ISO 19011, Guidelines on Quality and/or Environmental ISO 19011, Guidelines on Quality and/or Environmental
Management Systems Auditing Management Systems Auditing
3.3 ISO 14004, Environmental management systems - General | ISO 14004, Environmental management systems - General
guidelines on principles, systems and support techniques guidelines on principles, systems and support techniques
34 ISO 9001, Quality Management Systems — Requirements ISO 9001, Quality Management Systems — Requirements
35 ISO/TS 16949 Quality management systems — Particular ISO/TS 16949 Quality management systems — Particular
requirements for the application of ISO 9001 for automotive | requirements for the application of ISO 9001 for automotive
production and relevant service part organizations production and relevant service part organizations
3.6 Environmental Aspects and Impact Determination, Environmental Aspects and Impact Determination, Procedure
Procedure EM-09-001-P EM-09-001-P
3.7 Environmental Objectives and Targets, Procedure EM-01- Environmental Objectives and Targets, Procedure EM-01-
002-P 002-P
3.8 Management Review, Procedure AD-01-004-P Management Representative and Management Review,
Procedure QA-P-5
3.9 Training System, Procedure ST-18-001-P Training Needs Identification and Record Keeping, Procedure
QA-P-28
3.10 Document Control, QA-05-006-P Control of Documents, QA-P-9
3.11 Record Retention, Procedure QA-16-001-P Control of Records, Procedure QA-P-26
3.12 Corrective Action, Procedure QA-14-001-P Corrective and Preventative Action, Procedure QA-P-22
3.13 Internal Quality Audits, Procedure QA-17-001-P Internal Audits, Procedure QA-P-27
3.14 Calibration Control Procedure, DL-11-001-P Inspection Equipment, Control, Maintenance and Calibration
procedure QA-P-19
3.15 Computer Network Security and Maintenance, Procedure Control of Documents, QA-P-9
MI-05-001-P
3.16 EMS Responsibility Matrix, EM-01-002-F EMS Responsibility Matrix, EM-01-002-F
3.17 EMS Legal and Other Requirements matrix, EM-09-002-F EMS Legal and Other Requirements matrix, EM-09-002-F
3.18 Emergency preparedness and Response, matrix EM-09- Emergency preparedness and Response, matrix EM-09-004-
004-F F
3.19 Environmental Performance Measurement Indicators, matrix | Environmental Performance Measurement Indicators, matrix
EM-09-005-F EM-09-005-F
3.20 Quality Record Matrix, form QA-16-001-I Quality Record Matrix, form QA-16-001-I
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4. ENVI RONMVENTAL MANAGEMENT SYSTEM REQUI REMENTS:

4.1 GCENERAL REQUI REMENTS:

Establish, document, implement, maintain and contin ually improve upon our
Envi ronnent al Managenent System ( EMS) in accordance with the requirements of ISO
14001 and the Envi ronnent al Pol i cy of Quality Synthetic Rubber, Inc.

4.2 ENVI RONMENTAL POLI CY:

We are committed to improving our environment throu gh effective and efficient
implementation of an Environmental Management Syste m. This commitment applies to
all persons working for or on behalf of the organiz ation and requires that we
continually improve our environmental impact throug h:
* Anunderstanding and commitment to comply with lega | and other requirements
that relate to the environmental aspects of our bus iness;
e The establishment of environmental objectives and t argets that pursue
pollution prevention and waste reduction;
» The review and taking of proactive steps toward the achievement of these
targets.

4.3 PLANNI NG
4.3.1 ENVI RONMENTAL ASPECTS:

An assessment of the environmental aspects shall ta ke place in accordance with
Envi ronnental Aspects and | npact Determ nation, Procedure EM 09-001-P. This
procedure has been established to facilitate the pr ocess of identifying the
environmental aspects, and there impact on the envi ronment, that exist as a result

of our business activities.

e As aresult of this process, we will identify those activities and products
that have a significant impact on the environment, and take these into
account in the establishment, implementation and ma intenance of the
Envi ronnent al Managenent System(EMS) and the setting forth of objectives,
goals and targets within the organization as they r elate to prevention of
pollution and the preservation of our natural resou rces.

4.3.2 LEGAL AND OTHER REQUI REMENTS:

Quality Synthetic Rubber / Medical Elastomer Develo pment have identified and
obtained accesses where needed to the latest legal requirements and other
requirements relating to our Environmental aspects. EMS Legal and O her
Requi renments, matrix EM 09-002- F has been established for the purpose of tracking,
identifying and communicating legal and other requi rements (i.e., EPA
requirements, customer requirements, QSR policy req uirements, etc.) that are

applicable to our facility.

4.3.3 OBJECTI VES and TARCGETS PROGRAM

Quality Synthetic Rubber / Medical Elastomer Develo pment has established
environmental objectives and targets based on the r equirements of the Objectives
and Targets procedure (ref.: Environnental Objectives and Targets, Procedure
01- 002- P) . These objectives and targets define, the perform ance objectives
(I'nvestigate, Control or Inprove), specificquantified targets, responsible

parties and the means and time frame by which objec tive are to be achieved.

EM
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The following areas shall be taken into account whe
Objective and targets:

»  Our significant environmental aspects;

e Legal and other requirements;

e Technological Options;

» Financials;

e Operational requirements;

» Business requirements;

» Views of other interested parties.
Objectives and Targets shall be reviewed, at a mini
the Managemnent
objectives set forth in our Environmental Policy, a
improvement.

4.4 | MPLEMENTATI ON AND OPERATI ON:

Revi ew. This review shall be conducted in harmony with,

n establishing and reviewing

mum, once annually as a part of
the
nd a commitment to continual

4.4.1 RESCURCES, ROLES, RESPONSIBILITY AND AUTHORI TY:

Roles, responsibilities and authorities are defined
levels within the organization (ref.:
The President / CEO with the assistance of the Envi
coordinator provides the resources essential to the

the environmental management system, including: tr
specialty services, financial resources, technical

The Environmental Management Coordinator has primar
establishing, operating and maintaining the

Cross Functional Teams (
provide routine EMS support to the Environmental Ma

4.4.2 COWPETENCE, TRAI NI NG AND AWARENESS:
Quality Synthetic Rubber, Inc. / Medical Elastomer
identifies, plans, monitors and records training ne

may create a significant impact upon the environmen
training at each relevant function and level so the
environmental policy, significant environmental asp
responsibilities in achieving conformance with the

the requirements of the environmental management sy
Manager is responsible for maintaining employee tra
System procedures ST-18-001-P and QA-P-28 and Trai
Record Keepi ng, Procedure QA-P-28).

4.4.3 COVUNI CATI ON:

A variety of processes are used for internal commun
related matters. The effectiveness of the communic
Management Review, audits, inspections and informal
Communication processes that are used include, howe

« Plant wide employee meeting.

» Training

e Quality System Directory (manual and procedures, QS
 EMS Workbook (workbook available on the QSR intrane
» Postings on the plant information boards.

EMS Responsibility,

Envi r onment al
EMS Steering Conmittee) are used wherever possible to

at relevant functions and

matri x EM 01-002-F).
ronmental Management
implementation and control of
aining, human resources,

and informational services.

y responsibility for

Managenent System ( EMS).

nagement Coordinator.

Development Inc. jointly

eds for personnel whose work

t. We provide employees

y are aware of the

ects, their roles and

policy and procedures, and with

stem. The Human Resource

ining records (ref.: Training
ni ng Needs ldentification and

ications on environmental-
ations is evaluated via
discussions.

ver are not limited to:

R Intranet).

1).
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Requests for information regarding environmental-re lated matters from externally
interested parties are forwarded to the Environment al Coordinator. The
Environmental Coordinator determines if a response will be made, delegates
response duties, determines if corrective action is required and maintains a
record of the final response on file. The resultin g records are to be review once
annually as a part of the Managenent Revi ewprocess.

Quality Synthetic Rubber / Medical Elastomer Develo pment do not intend to
communicate our Significant Environmental Aspects w ith external parties unless

said communication(s) are required by law. If said law requires communications it
will be the responsibility of the Environmental Coo rdinator to document and

perform these duties.

4. 4.4 DOCUMENTATI ON:

This Manual identifies policy, scope, documents and procedures relevant to the
Envi ronnent al Managenent System (EMS). This manual along with all associated
procedures and instructions are maintained on the Q SR/MED computer network and can
be viewed from the various computer terminals withi n the QSR and MED facilities.
An EMS Di rect ory has been established on the QSR/MED computer netwo rk for the
review and maintenance of the various “living docum ents” that are a part of the
environmental management system (i.e., Environmenta | Impact Determinations,
Aspects & Impacts, Significant Impacts Determinatio n, Objectives & Targets Matrix,
Legal & other matrix, etc.). The EMS Di rect ory can also be viewed on various
computer terminals throughout the QSR/MED network s ystem. A copy of the various
Envi ronnent al Managenent System ( EMS) documents, other than visual aids and

records, can be obtained from any member of the EMS Steering Commttee.

4.4.5 CONTROL OF DOCUMENTS:
The Environnental Managenent System (EMS) will institute the requirements of the
QSR and MED Docunent control procedures, QA-05-001-P & QA-P-9. The Document

Control Procedures assures proper control of all do cuments relating to Policy
Manuals, Work Instructions, Inspection and Test Ins tructions, Standards Control,
Form Control, Software Control and Document Identif ication.

4.4.6 OPERATI ONAL CONTRCL:

As a part of the Envi ronnental Aspects and | npact Determ nation process, the EMS
Steering Comm ttee, with the assistance of appropriate departmental

representatives, will identify and plan operations and activities associated with
Significant Environmental Aspects consistent with t he QSR/MED Environmental

Policy, Objectives and Targets.

Operational Controls will be established to define the mechanisms for the
establishment, implementation and maintenance of op erational controls as they
apply to:

» Situations were the absence of controls could lead to deviation from

environmental policy, objectives and targets;
» Stipulation of specific operating criteria;
« Environmental aspects of goods and services used by the organization;
e Communicating EMS requirements to suppliers and con tractors.
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4.4.7 EMERGENCY PREPAREDNESS AND RESPONSE:

The EMS Steering Conmittee will, as a part of its activities and responsibili ties,
identify potential emergency and/or accident situat ions that can have an impact on

the environment. The committee will then determine the emergency preparedness and
response activities required to respond to, prevent and/or mitigate the associated
adverse environmental impacts (ref.: Emergency Preparedness and Response Matri X,
form EM 09-004-F). The EMS Steering Conmm ttee will review and where necessary

revise the emergency preparedness and response proc edures. This review will be

performed annually and after the occurrence of acci dents or emergency situations.
Periodic tests of the emergency preparedness and re sponse procedures will be

performed where practicable. The EMS Steering Conmm ttee will coordinate these

tests with the appropriate area managers to help fa cilitate and evaluate these

activities.

4.5 CHECKI NG
4.5.1 MONI TORI NG AND MEASUREMENT:

Quality Synthetic Rubber / Medical Elastomer Develo pment has established

monitoring and measurement requirements for the key characteristics of it's

operations and activities that can have a significa nt impact on the environment

(ref.: Environnental Performance Measurenent |ndicators matrix, form EM 09-005-F).
These key characteristics are monitored and measure d to determine how the

organization is managing its significant environmen tal aspects, achieving it's

objectives and targets and improving environmental performance.

Measurement gages may be used as a part of the moni toring and measuring process.
Measurement equipment, when necessary to ensure val id results, will be calibrated

and verified at specified intervals to ensure valid results in accordance with

Calibration Control Procedures, DL-11-001-P & QA-P-19.

4.5.2 EVALUATI ON OF COVPLI ANCE:

The EMS Steering Committee will conduct an annual r eview to identify the most
current national, state and local legal requirement s and other requirements to
assure that Quality Synthetic Rubber / Medical Elas tomer Development remains in
compliance with the most current requirements. Thi s review may include, however
it is not limited to, information that may be found on federal, state and local

web sites, in legal publications and on customer we b sites. Changes and additions
to regulation and requirements that are identified, shall be accessed to determine
how they apply to our environmental aspects and wer e appropriate, changes to the
Envi ronnent al Managenent System(EMS) shall be made and communicated to the
organization. Records are maintained as a part of Managenent Revi ew.
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4.5.3 NONCONFORM TY, CORRECTI VE ACTI ON AND PREVENTI VE ACTI ON:
Corrective Action procedures QA-14-001-P and QA- P-22 describe the methods for

implementing corrective action as well as action to prevent reoccurrence and
includes a process for the recording of relevant in formation for review.

Corrective actions relevant to the environmental Ma nagement system shall be
reviewed and approved by the Environmental Manageme nt Coordinator and/or one or
more members of the EMS Steering Committee to ensur e that actions taken are
appropriate to the magnitude of the problem and the environmental impacts
encountered And that any necessary changes are made to the environmental
management system documentation.

Procedures and policies are utilized in the process of Corrective and Preventive
Action as it applies to a proactive approach to Envi ronnent al Managenent System
( EMS) improvement and the identification of potential so urces of nonconformance.
Relevant information on actions taken is reviewed a t least once annually by the
EMS steering committee as a part of the Managenent Revi ew.

4.5.4 CONTROL OF RECORDS:

Record retention procedures and instructions have b een established for the
identification, collection, indexing, access, filin g, storage, maintenance,
retention and disposal of records (ref.: Record Retention, procedures QA-16-001-P

and QA-P-26 and Quality Record Matrix, form QA-16-001-1).

Records are legible, stored in a suitable environme nt to prevent damage or
deterioration and are readily retrievable. Electro nic data is protected, backed-
up, stored and access controlled per the Conput er Network Security & Maintenance

procedure M -05-001-P.

4.5.5 | NTERNAL AUDI TS:

Periodic internal audits of the Envi ronnent al Managenent System (EMS) are
performed in accordance with Internal Quality Audits procedures QA-17-001-P and
@A- P- 27. Internal auditors are trained and independent of the area being audited
when practicable. Audit activities verify, that the environmental management

system conforms with the this manual and its relate d documents and ISO 14001, and
that the systems are properly implemented and maint ained.

The audits are intended to determine whether the en vironmental management

system(s):

» Conforms with the requirements of this manual;
e Conforms with the requirements of ISO 14001,
» Are properly implemented and maintained;

e Can be improved.

The area audited, audit findings, follow-up audit a ctivities and corrective action
are recorded in computer system using the Internal Audit Program
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4.6 MANAGEMENT REVI EW

Review of the Environmental Management Systems is ¢ onducted as a part of
Management Revi ew, procedures AD 01-004-P and QA- P-5. These reviews are conducted
to ensure continued suitability, adequacy and effec tiveness of the environmental
management system. These reviews include the asses sing of opportunities for
improvement and the need for changes to the Environ mental Management system, the
Environmental Policy and the Environmental Objectiv e and Targets.
The following areas shall be reviewed as a part of Management Review:

* Results of audits

» Evaluations of compliance with legal requirements a nd with other

requirements;
e Communications with externally interested parties, including complaints;

» Organizational environmental performance;

» Objectives and targets;

« Corrective and preventative action;

» Follow-up actions as a result of the previous manag ement review;

 New developments and circumstances (legal and other requirements relating to
environmental aspects);

» EMS improvement recommendations.
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