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Divisions of TUV America Inc.,

a subsidiary of
TUV Siiddeutschland and
TUV Nord Groups.

ANTICIPATING YOUR
NEED TO KNOW MORE

TUV Management Service realizes that choosing your Management Systems
Registrar is a very important decision. This document provides answers to com-
monly asked questions we have received from companies actively engaged in
the Registrar selection process. If you have further questions regarding TUV's
registration process, please do not hesitate to contact us. We will be pleased to
address your specific issues and schedule an information meeting.

1ISO 9000
QS-9000

1ISO 14001

TE Supplement

AS9100

VDA 6.1

EN 46000

1ISO 13485 / ISO 13488

TL 9000
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1.0 TUV OVERVIEW

1.1 Whois TUV?

TUV, which stands for “Technical Inspection
Association,” are German-based organizations
authorized by the German State governments to
perform a variety of mandatory and voluntary
inspection, testing and certification activities.

TUV Management Service is the global manage-
ment systems certification Registrar for TUV
Siiddeutschland, Munich, the largest of the TUV’s,
with over 9,000 staff and $1 billion in annual rev-
enues. TUV Management Service along with TUV
Product Service, one of the world’s largest product
testing and certification organizations, form the
Certification Division of TUV Siiddeutschland, with
over 2,500 staff at 110 locations in 30 countries.

In North America, these units, along with TUV
Automotive and our pressure & materials industry
Inspection and Certification Services unit, form
TUV America Inc., employing over 250 staff in
more than 10 locations throughout the continent.

1.2 How long has TUV been in business?

TUV was established in 1870. North American
operations began in 1987. Today, TUV serves
thousands of North American companies in man-
agement systems and product conformity assess-
ment activities.

1.3 Does TUV offer other services in addition to
Management Systems Registration?

Yes. TUV performs a variety of product and sys-
tems related testing, inspections and certification,
creating full service solution capabilities for man-
agement systems and product related testing and
certification. A partial listing of additional services
includes: Conformity Assessment; CE Marking
assistance; EMC, product safety, electrical,
mechanical, medical devices and telecommunica-
tions terminal equipment testing and certifications;
510(k) reviews; BABT 340/940 certification;
Pressure Equipment and Base Materials inspec-
tion, testing and certification, and much more.
TUV is a European Union (EU) Notified and
Competent Body for a variety of EU Directives,
including those areas mentioned above.
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1.4 How many companies has TUV registered?

A global leader in ISO 9000, QS-9000 and ISO
14001 registration as well as the leader in EN
46000 and ISO 13485, we have certified thou-
sands of companies world-wide including more
than 1,000 in North America. In fact, TUV
Management Service is one of the largest third
party Registrars in the world, including one of the
top 10 Registrar in the US, Europe and Asia.

1.5 Will TUV provide a list of clients that have
achieved registration?

Yes. A current list of all companies certified by
TUV Management Service is available upon
request. Our certified client list can also be viewed
on our global web site at www.tuvglobal.com
which includes hotlinks directly to client web sites.

1.6 Does TUV have additional offices in the United
States and other countries?

TUV Management Service is headquartered in
Danvers, MA, offering services from offices
throughout North America, including: Georgia,
South Carolina, Ohio, Michigan, Ontario, lllinois,
Minnesota, Colorado, Northern and Southern
California, and Monterrey, Mexico. These and
other new offices are staffed with TUV
Management Service auditors. Other international
operations are located in Austria, China, Denmark,
Germany, Egypt, Greece, Hong Kong, India, Italy,
Japan, Malaysia, Mexico, Netherlands, Philippines,
Republic of Korea, Russia, Saudi Arabia,
Singapore, Slovakia, South Africa, South Korea,
Spain, Sweden, Taiwan, United Kingdom and
more.

20 ACCREDITATIONS

2.1 Describe TUV's accreditations.

TUV Management Service is accredited by both
the Registrar Accreditation Board (ANSI-RAB) and
the German Accreditation Council (DAR/TGA) to
provide 1ISO 9000, QS-9000 and ISO 14001
Registration. Additional accreditations and autho-
rizations include ANSI-RAB for TE Supplement
Registration and TL 9000 (planned), ZLG for EN
46000 and I1SO 13485 / 13488, General Electric
Aircraft Engines approved AS9100 Registrar and
the German Department of Transportation (KBA)
and the Association of German Automotive
Industry (VDA) for VDA 6.1 Registration.
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TOV is authorized to perform inspections, testing
and certification on behalf of Germany and the
European Union (EU). TUV is an EU Notified Body
for a multitude of mandatory and voluntary inspec-
tions, tests and certifications. The auditing and
certification of management systems by TUV
Management Service is based on ISO/IEC Guide
62 and EN45012, “General Criteria for Certification
Bodies Operating Quality System Certification”
and I1SO 10011, “Guidelines for Auditing Quality
Systems.”

(Medical Device and In Vitro Diagnostic Device
Manufacturers please contact us for more detailed
information regarding the Management Systems
registration process for the medical device industry.)

2.2 Does TUV offer Management Systems
consulting services?

No. We concentrate on the Audit activities associ-
ated with management systems registration.
ISO/IEC Guide 62, “General requirements for bod-
ies operating assessment and certification/regis-
tration of quality systems,” states in part:

“...the certification/registration body shall
ensure that activities of related bodies do not
affect the confidentiality, objectivity or impartiali-
ty of its certifications/registrations and shall not
offer or provide consulting services to obtain or
maintain certification/registration.”

2.3 What is TUV's position regarding Memorandums
of Understanding (MOU)?

As an EU Notified Body for a number of voluntary
and mandatory inspections, testing and certifica-
tions, our management systems certifications are
well recognized throughout the European Union
and world-wide.

Through our parent companies, TUV Management
Service has joined with six of the leading interna-
tionally accredited certification bodies to form the
Independent International Organization for
Certification (11OC). These Registrars recognize
accreditation as a status awarded by national bod-
ies on the merit of individual performance, not as a
transferable commodity. Other members
of the I1OC include ABS Quality Evaluations,
Bureau Veritas Quality International, Det Norske
Veritas Certification, Germanischer Lloyd QS-
Zertifizierung GmbH, Lloyd’s Register Quality
Assurance Ltd, and SGS International Certification
Services.
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3.0 TUV MANAGEMENT SERVICE
AUDITORS

3.1 Does TUV use all sub-contracted auditors?

No. TUV maintains a full time audit staff throughout
North America which builds value-added, long term
partnerships with our clients. However, on a limited
basis, we use exclusive sub-contracted auditors
based upon geographical location or technical
expertise required. Our standards are high, and all
auditors must go through the same TUV training
program outlined in section 3.2.

3.2 What are the auditor requirements in terms of
training, experience and education?

TOUV lead auditors have the following
qualifications:

® An average of 15 years management
systems experience

® Completion of a 36 hour RAB/IRCA
approved Lead Assessor Course

e Comprehensive internal TUV training program

@ Hired based not only on their Quality or
Environmental Management Systems
experience, but also on their demonstrated
professional conduct and teamwork skills.

3.4 Does the auditor training follow a national
scheme such as the RAB or the IRCA?

Auditor training exceeds the requirements of both
the RAB and IRCA.

3.5 How are auditors assigned? Where will the
auditors travel from?

Auditors are located throughout North America. In
addition, we employ over 400 auditors worldwide,
should global certifications be important to our cus-
tomers. The assignment of audit teams is based
primarily upon industry, process and product expe-
rience, in addition to geographic considerations.
Contracting with TUV early in the process assists
us in assigning the best possible teams.

3.6 Will the same auditors be utilized for the pre-
audit, certification audit and surveillance audits?

Yes. Our goal is to establish a long term relationship
as a partnership in continuous improvement. It is
always our goal to utilize the same auditors
throughout the client relationship, unless the client
chooses otherwise, or special circumstances
require that a change be made. In fact, our audit
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teams are usually assigned months in advance,
and we encourage direct audit team contact
throughout the certification process.

3.7 How would differences of opinion between the
audit team and the client in standards interpretation
be handled?

The issue is addressed in our contract. Among
other items, these conditions include:

® Qualifications and appointment of auditors
® Handling of complaints

® Escalation process for appeals

4.0 REGISTRATION PROCESS

4.1 What are the current lead times for registration
audits?

The lead time for certification audits varies, normally
from 3-5 months from the date of the purchase order
receipt.

4.2 What is the current lead time for pre-audits?

Pre-audits can usually be scheduled within 60 days.

4.3 What are the steps in the TUV Management
Service certification process?

There are four major steps in the certification
process, outlined as follows:

As part of Phase 1, TUV staff is available for on-site
Information Meetings. The purpose of the
Information Meeting is to discuss in detail the certi-
fication process and provide clarification of any
specific issues.

During Phase 1, approximately 90 percent of our
clients utilize our “Pre-Audit” service. The purpose
of the pre-audit is to assess the company’s present
compliance to the applicable management system
standard and evaluate the feasibility of a successful
certification audit. A formal report is provided to the
client which includes non-conformances. The audi-
tor will pinpoint where non-compliance exists, but
does not indicate to the client how the issue must
be resolved (section 2.2).

In preparation of the formal certification audit, the
client must prepare a documentation package for
the audit team’s review. This package should
include:
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® Level | Manual
® Level Il Procedures
e Samples of key Level 1ll Work Instructions

...as well as commonly used forms, checklists, and
facility information.

Phase 2 includes an evaluation of the documenta-
tion package. The Manual and supporting docu-
mentation will be evaluated against the require-
ments of the applicable management system stan-
dards. Unlike many other Registrars, TUV
Management Service will review not only your
Level | documentation, but also your Level Il proce-
dures and a sample of Level Il work instruction
documents, as well as commonly used forms.

This thorough documentation evaluation enables
your company to be aware, well in advance, of any
identified issues of concern in your documentation.

You are then able to address those system design
issues prior to the formal certification audit.

Conducting the Documentation Evaluation in
advance of the audit results in the actual certifica-
tion audit being more a verification of what was
documented. Our clients strongly favor this
process, versus a cursory review of the Level |
Manual prior to the audit. The TUV Management
Service method of documentation review dramati-
cally reduces documentation-related findings dur-
ing the Certification Audit and better prepares both
the client and the auditors for a successful audit.

Upon completion of the documentation review, a
detailed report is generated for the client outlining
evaluation results. The report is returned to the
client approximately one month prior to the
Certification Audit date.

The formal Certification Audit is conducted as
part of Phase 3. The audit is performed by an audit
team consisting of at least two members (excep-
tions can be made for small facilities). The duration
of the audits vary depending upon the size of the
company, complexity of the management system,
and breadth of manufacturing processes.

Upon completion, the audit team will generate a
detailed report outlining the results of the audit.

At Phase 4, TUV will issue a Registration certifi-
cate. This certificate is valid for three years.
Surveillance Audits are conducted either annually
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or semi-annually. When an annual surveillance
schedule is chosen, a Recertification Audit is per-
formed at the end of the third year.

4.4 What is covered in pre-audits?

Pre-Audits are typically conducted by one auditor
during a 1 to 3 day period. The purpose of the pre-
audit is to assess the company’s present compliance
to the applicable management system standard and
evaluate the likelihood of a potentially successful
certification audit. Clients will receive a verbal brief-
ing at the closing meeting, which will be followed-
up by a written report outlining non-conformances.

45 When is the documentation review performed?

We request that the documentation package be sub-
mitted approximately 6 to 8 weeks prior to the certi-
fication audit. This package should include Level |
and Il documentation as well as samples of Level
1l documents. This will give us ample time to
report our findings back to the client well in
advance of the certification audit.

4.6 How long does the documentation review take?

Documentation reviews generally require 2 to 4
days to complete, based upon a number of factors.
Documentation review is normally performed at our
location.

4.7 Must all documentation changes be completed
and implemented prior to the audit?

Changes to documentation should be made prior
to the certification audit or a plan should be devel-
oped and be accepted by the audit team.

4.8 Must the Management System be 100% imple-
mented prior to receiving registration?

This must be handled on a case by case basis.
The audit team does not necessarily require 100%
implementation of a management system.
However, the audit team must establish a level of
confidence that your management system com-
plies with the applicable standard. That level of
confidence plays an important role in the registra-
tion of the facility. Implementation of the
management system must be sufficient enough to
demonstrate to the audit team that requirements
are understood, effective and will be met in the
future. In some cases, one month of records may
be sufficient to assure confidence. In other cases,
six months may not be sufficient. Implementation
requirements may vary by management system.
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For example, there must be one full internal audit
cycle and a full management review cycle complet-
ed prior to the formal certification audit.

4.9 How are audit findings communicated?

Audit findings are communicated both verbally and
in writing during the closing meeting. All TUV audi-
tors have been provided with notebook computers
to maximize efficiency in client reporting and
prompt auditor feedback. Our global E-mail system
creates further efficiencies in client contact.

4.10 How are clients notified of management system
omissions or non-conformances?

All notifications of management system deficien-
cies will be in writing. However, closing meetings
are always used to verbally communicate issues
upon completion of an audit, followed by a formal
report. In all cases the written non-conformance
reports are presented at the closing meeting.

411 How much time is given to correct identified
non-conformances?

Corrective Action plans should be submitted within
30 days of the certification audit. Dates are always
discussed and agreed to by both partners (the
client and audit team).

4.12 What areas are covered if are-audit is required?

If a re-audit is required, the auditors will address
only those areas identified within non-conformance
reports.

4.13 Is there aformal complaint process?

Every client can appeal the denial, suspension, or
cancellation of their certificate. Appeals must be
detailed in writing to the Certification Body.

4.14 How long are the registrations valid?

Registrations are valid for a three (3) year period,
assuming that the client remains in good standing
during that period.

4.15 What is the frequency and duration of surveil-
lance audits.

For most clients, a Surveillance Audit is conducted
annually, typically by one TUV auditor over a one
to three day visit. Surveillance Audits may be con-
ducted twice per year.

Visits are scheduled with the client’s participation.
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Surveillance audits consist of verification of internal
audits, management review, corrective action, and
a sample of other management system elements
and changes in the management system. The ele-
ments selected for a surveillance audit are based
on the previously identified non-conformances and
observations. In addition, a selection of additional
elements are reviewed.

4.16 What is TUV's policy on modifying the scope of
aregistration?

The scope of a registration may be modified during
surveillance audits or during a specially scheduled
site visit/audit. The extra cost would be dependent
upon the significance of the change and associated
procedures review and audit time.

4.17 Will are-audit be necessary if there is a modifica-
tion to the facility registration scope (from ISO 9002 to
ISO 9001, for example)?

Follow-up activity may be required depending on
the changes. It is possible to perform the audit as
part of surveillance visits, depending upon timing
and degree.

4.18 WIill changes to the Level | Manual necessitate a
surveillance visit?

Most changes do not require a visit. For instance,
changes implemented as a result of your continu-
ous improvement process or internal preventative
and corrective action system would not require
special visits. Significant changes affecting the
organization, product or process should be brought
to our attention. A decision would then be made
concerning the need for any follow-up activity.
Examples where auditor visits could be necessary
include a major acquisition, or introduction of a new
product line added to the scope of certification.

4.19 When should the client notify TUV of changes in
its management system?

After the certificate has been granted, the client
agrees to immediately inform TUV of:

® Significant changes to the management
system.

® Significant changes to the company structure
and organization affecting the applicable
management system.

® Significant changes to process equipment.

Your assigned auditor will review the changes and
decide if any further action is required.
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5.0 TUV STRENGTHS SUMMARY

5.1 Refreshing Registration Process:

Our process includes full-scale documentation
reviews well in advance of the formal certification
audit. This complete evaluation better prepares the
client — and our audit teams — for a successful
audit, rather than leaving key documentation
review until the audit itself. This is just one example
of a refreshing certification process where the cus-
tomer and the supplier are partners in the pursuit of
continuous improvement and success. Other
examples include use of full time staff, early
assignment of audit teams, direct auditor contact
and careful, extensive and timely reports at critical
points during the audit process.

5.2 Auditor Consistency:

Audit teams are assigned early in the certification
process. Clients work directly with audit team mem-
bers throughout the process. Auditors understand
your business through pre-audit and documenta-
tion review activities. These same auditors conduct
surveillance activities. We strive to build superior,
long term, value-added relationships.

5.3 Auditor Experience:

Lead Auditors average 15 years management sys-
tems experience. Their training and experience
exceeds both RAB and IRCA requirements.

5.4 Reputation:

Thousands of TUV management system certifi-
cates have been issued throughout the world. In
addition, TUV Management Service is a true leader
in environmental management systems certifica-
tions. TUV is one of North America’s leading
Registrars, with over one thousand registered and
contracted clients. We are well known throughout
the world for highly professional management sys-
tems and product certification services.

5.5 A North American based, full service source for
both Product and Management Systems Certification:

We have the experience and North American
based capability for both product testing and certifi-
cation, as well as management systems certification.

This single source capability provides many clients
with more efficient, effective and less costly interna-
tional certification services.
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5.6 Global presence:

Clients benefit from a certificate provided by a rec-
ognized international company with over 9,000
employees, $1 billion revenues, 110 offices in over
30 countries and more than 125 years of experi-
ence in inspection, testing and certification ser-
vices.

5.7 Client Service Philosophy:

We are your partner in continuous improvement.
Our staff is comprised of team and customer ori-
ented professionals, working hard to help you
achieve your certification goals.

How to get in touch with TUV.

TUV Management Service speaks one
language...Yours. And your international access
and success depends on your working with
someone who understands your specific needs
and demands. Call us today at 1-800-TUV-0123
or visit our worldwide web site at
www.tuvglobal.com.

TUV Management Service
TUV America Inc.

5 Cherry Hill Drive

Danvers, MA 01923

Phone: 1-800-TUV-0123
www.tuvglobal.com
E-mail: info@tuvps.com
Fax: 978-762-8414

TUV
AMAGEMENT SERVICE
PRODUCT SERVICE

We speak one language...Yours."
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IS0 9001 .

CERTIFIED

TUV

BIHLIFUIWT SITENF

Announce your Management Systems
Registration to your customers, prospects and
suppliers. TUV Management Service offers 1ISO
9000 registered clients a way to announce their
accomplishment, by offering 4’ X 15’ banners so
you can show your commitment to quality at your
office, plant or in your lobby. Call for more details.

Qs-9000

CERTIFIED

TUV

BLIHEIPUTET WEEN P

Make Your Own Mark for
Expanded Global Access.

Your customers recognize

and often require visible proof

ToV

of certified quality systems
and safety tested products.
The unique TUV Mark
combines the results of your

management systems and global product confor-
mity assessment efforts into a
single identifiable mark. This
will help your company stand
out in the marketplace, lead-
ing to expanded global mar-

ket access and presence.
Plus, our single source certification solutions will

save you time and money. Call to learn more.
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