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FOREWORD

On August 6, 2019, the ASME Board on Conformity Assessment authorized the formation of a Project Team to address
complaints against suppliers who are feeding items of poor quality into the pressure equipment supply chain. The scope of
work was further expanded to permit ASME to take an active role in the supply chain for general industry. The QPS

standard was developed specifically by and for ASME to establish a level playing field by which ASME, Supplie
Purchaserg can work together on improving the quality of items entering the supply chain. The goal is to establish a
network off ASME suppliers for general industry which can be relied upon to supply items in conformance to the te

and qualit

This Stafidard is an ASME certification product based on agreements with entities seeking to impro%e quality with
general industry supply chain. The standard was developed by a Project Team of subject matter.experts from y
industries;|it is neither a consensus standard nor an American National Standard. ASME has dpproved its issuan

publication

ASME grfatefully acknowledges the time, effort, and dedication of the many people andierganizations that assist|
contributefl in the development of this Standard. The following deserve special recognition for their work on the sta
P. Willfams, QRCS, Ltd.
A. Appleton, Alloy Stainless Products Co., Inc.
]. Camgron, The Hartford Steam Boiler Inspection and Insurance Co.

G. Gobl

D. Jenspn, Optimum Performance Solutions
C. Smith, Smith Associates Consulting Group LLC
R. R. Stevenson, Richard R. Stevenson, P.E., and Associates; LLC

D. Tutt]le, Emerson

requirements identified on an ASME certificate.

as a certification product under the purview of the Board on Conformity Assessment on April 26
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CORRESPONDENCE WITH ASME

General. ASME codes and standards are developed and maintained with the intent to represent the consensus of
concerned interests. As such, users of this Standard may submit inquiries seeking clarification or propose revisions and
attend meetings. Correspondence should be addressed to:

Secretary, Board on Conformity Assessment
The American Society of Mechanical Engineers
Two Park Avenue

New York, NY 10016-5990
http://go.asme.org/Inquiry

Attendirlg Committee Meetings. The Board on Conformity Assessment regularly holdsaneetings and/or telgphone
conferencqs that are open to the public. Persons wishing to attend any meeting and/or telephone conference $hould
contact th¢ Secretary of the Board on Conformity Assessment.

vi
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Chapter 1
Introduction, Scope, Definitions, and References

1-1 INTRODUCTION

(a) |General. This Standard identifies the basic requirements to be addressed under a Quality Program)Sup
Certificate. The QPS Certificate Holder shall establish a formalized set of controlled documents such asia Qual

proce
forma
provid
requir
shall
(b)
quiren
systen
Chapt

implemented to ensure the outputs of each process are in compliance with'the mandatory requirements spec
rd and the original source specification for the product, i.e., thé.customer agreement or a product specification. The

Standa
Certifi
confor
(¢)
impor
(1
(2
(3
staffed
(d)
shall |
(1
v
(3
(4
(e)
Itisth
applic

plier (QPS)
Jty Manual,

ures, instructions, forms, and other discretionary documents that are specific to eachof their prodesses. This

ized set of controlled documents establishes the quality program that has been implemented and|

e identified in the manual with rationale supporting the basis for their exclusijon.
Requirements. The requirements of this Standard, in total, shall be addresséd in a quality program|

br 2 of this Standard are fully addressed. The established quality/program is to be developed, main

rate Holder shall notify the ASME Conformity Assessment Department of any significant changes that

mance with this Standard and seek ASME approval prior'to implementation.

ymplementation. The implementation of the quality program described in this Standard emphasizes

fance of

) producing a technical job file to provide quality products under a controlled environment

) management’s commitment to fostering ah-atmosphere of continual process improvements

) providing necessary and adequate resoutces to maintain a quality program in a well-maintained arj
and equipped facility

ave the following meanings:

) The word “shall” denotes_d mandatory requirement.

) The word “should” denotes a recommendation.

) The word “may” indicates a permission. It is neither a requirement nor a recommendation.

hbility of any regulatory limitations prior to use.

0 |

rough the ASME Conformity Assessment Department. The issuance, preservation/maintenance, renew
withdrawal of a QPS Certificate is determined by ASME based on the results of surveys, audits, surve

proven to

e, on a consistent basis, products satisfying the specified requirements in a technieal job file. The 1j7 essential
ements addressed in Chapter 2 of this Standard shall be addressed in a Quality Mantial; elements that dp not apply

These re-

hents should be addressed in a stand-alone quality program. When integrating into an existing quality mpnagement
) or quality program, the Certificate Holder shall document and demonstrate how all 17 essential requirements in

ained, and
fied in this

may affect

the

d properly

Definitions. As used in this Standard andin the Certificate Holder’s established quality program, the following terms

) The word “can” indicates a possibility or capability. It is neither a requirement nor a recommendation.
Health and Safety. This'Standard does not purport to address all of the safety concerns, if any, associated with its use.
e responsibility/of the user of this Standard to establish appropriate safety and health practices and determine the

ISME Certification. An organization desiring to become a Certificate Holder under ASME QPS shall makefan applica-

al, suspen-
llance, and
ts through
the signed

ASME agreement. The product shall not be stamped with any ASME-registered markings or contain statements in the
Certificate of Conformance indicating product certification by ASME.

1-2 S

COPE

This Standard establishes the essential requirements of a quality program for the manufacture of products used within
the general commercial and industrial sectors to facilitate commerce of goods and services. As defined in this Standard, a
product can be a service or a physical item. The product may range from raw materials to the finished product used by the
end user, an in-process item or material requiring additional processing by one or more organizations, or an item
produced for inventory purposes.
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1-3 TERMS AND DEFINITIONS

The following are terms and definitions used in this Standard.

annual: a 12-month period in which an event is to occur in the same month for each successive year. The specific month
completing the 12-month cycle and identified as “month 12” is initially established and identified under the Certificate
Holder’s quality program. Other than the number of days in a given month, there is no allowance for a grace period unless
specifically permitted under ASME QPS.

authorized personnel: as documented within the Certificate Holder’s quality program, identified personnel or role titles
given specific authorization to perform a specific activity, function, process, or special process.

customer afjreement: a document, INCIUSIVE O any amendments, annexes, or attachiments, that1s Issued by the custopmer to
the Certifidate Holder and specifies a product, including its technical and quality requirements; may also be known as a
“contract” jor “customer purchase order.”

Certificate [Holder: an organization having or renewing a QPS Certificate issued by ASME, or an organization opgrating
under a QPS Certificate issued by ASME.

competenc) examination: a written or practical test, or a combination of both, administered to determine an individual’s
knowledgg and competence.

competenc) requirements: attributes necessary to perform a task or process satisfactorily, sti¢h as specific skills, ahilities,
personal aftributes, training, experience, knowledge, or any combination thereof when.idéntified in the quality program.
These attrjbutes may be further grouped as requisites or prerequisites.

competency matrix: a document identifying a specific task or process and the eléments of the competency requirdments
that must He satisfied by an individual. The specific task or process is undertaken by someone who meets the compptency
requiremepts.

credentialgd person: see credentialed personnel.

credentialgd personnel:

(a) an ipdividual having current documentary evidence of ptéven competency in a specific subject area, which is
achieved v]a attainment of a post-secondary degree, license, proféssional registration, or certification. Credentials may be
gained in-House or via a creditable recognized third party. Rroven competency is based on successfully passing a djompe-
tency examination.

(b) anindividual having documentary evidence of completing an educational or training program on a specific Jubject
area through a certificate. Credentials may be gained in-house or via a creditable recognized third party.

discrepant] a condition outside of an established tolerance or requirement.

executive njanagement: a person or groupofpeople who direct and control the Certificate Holder’s activities at the jighest
level. The person ultimately responsible for the establishment of the quality program need not be physically situated at
the locatiop where activities are performed. This is a generic term used to establish a functional role and may not|be the
actual titlejassigned by the Certificate Holder; the title of the person or group is established by the Certificate Holder and
identified In its organizationalchart.

grace peri¢d: an allowaneé€)that modifies the term “annual” by a maximum period of plus or minus 3 monthg when
specifically permitted by)this Standard. The performance of an activity within the bounds of this allowancg does
not changg the original*12-month cycle or “month 12” as defined under the term “annual”

inspection:|activities performed by authorized personnel to verify thata product is in conformance with the requirgments
of this Stanjdard-and the technical job file. Nondestructive examination (NDE) activities are considered to be an inspgction.

internal auldit—an :u‘ﬁvify initiated hy the Ceoertificate Holder to prnvir“n imparﬁ:\] assurance thatits r}na]ify program has

been properly documented and is being effectively implemented as documented in the quality program manual and
subtier documents.

manufacture: an all-inclusive term for one or more of the following processes to produce a product: certification, design,
assembly, fabrication, installation, purchasing, testing, inspection, quality control, quality assurance.

monitor: to observe or check an individual’s performance or the operation of a process for compliance with the re-
quirements specified in the technical job file, this Standard, or the Certificate Holder’s quality program.

nondestructive examination (NDE): the development and application of technical methods to examine products in ways
that do not impair future usefulness and serviceability in order to detect, locate, measure, interpret, and evaluate flaws.
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purchase order: a document, inclusive of any amendments, annexes or attachments, prepared by the Certificate Holder
and issued to a supplier that specifies a product, including its technical and quality requirements.

procurement: the activities performed within a Certificate Holder’s internal organizational structure for selection of a
suitable supplier or sources and generation of a purchase order.

product:

(a) theitem or service to be supplied by the Certificate Holder in conformance with the requirements of this Standard
and the requirements specified in the technical job file. The final output under a QPS Certificate will produce a physical
hardware item, a software item, a certified document reporting the results of services performed, or any combination
thereof.

(b) [anTitem, service, or material procured by the Certificate Holder and used as an inputin the manufacturihg process.

quality manager: an individual who has been appointed by the executive management to be responsible|for|the imple-
mentation of an effective quality program based on the established competency requirements of the Certificate Holder’s
quality program. This is a generic term used to establish a person’s function and may not necessdrily be thefactual title
assignpd by the Certificate Holder; this person’s title is established by the Certificate Holder,and identified jn its orga-
nizatignal chart.

quality personnel: individuals who are employed by the Certificate Holder and report directly or indirectly tofthe quality
manager.

quality requirements: documentation establishing the performance of assurance and'verification activities tolensure the
produft’s conformance with its original source specification.

signifitant change: a change that could potentially affect continued conforfnance with the specific requiremgnts of this
Stand3rd or the ASME certificate; such changes could include, but majot be limited to
(a) lorganizational structure changes
(b) |personnel changes within the management team
(c) pubstantial changes to the Certificate Holder’s quality pregram processes
(d) [the introduction of new processes or equipment (for example, moving from a manual to an automatgd process)
(e) b change in address

specia| process: a process whose output is highly dependent on the control of the process or the skill of the individual
performing the process, or both, and the specified quality of the product cannot be readily determined by ingpection or
test; of a process that is deemed critical, requiringthe use of qualified and approved procedures by personndl who have
been qualified to perform the process.

technigal job file: the conversion of the product’s original source specification either from a customer agrepment or a
produft specification into documents eentrolled under the Certificate Holder’s quality program. These contrplled docu-
ments|are identified or assembled to.establish the manufacturing processes and acceptance criteria required to manu-
factur¢ the product in conformance-with the original source specification. The documents, which ensure the¢ product’s
technifal and quality requirements will be achieved and verified by the Certificate Holder’s personnel, includefbut are not
limitedl to the customer agreement, drawings, instructions, specifications, standards, process sheets, travelers} labels and
tags, and product specification.

technifal manager: anindividual who has been appointed by the executive management to be responsible fol the Certi-
ficate Holder’s technical activities based on the established competency requirements of the Certificate Holdpr’s quality
progrdm. This iS,a'generic term used to establish a person’s function and may notnecessarily be the actual title 4ssigned by
the Ceftificate\Holder; this person’s title is established by the Certificate Holder and identified in its organizatjonal chart.

technigal-personnel: individuals who are knowledgeable of the product specified in the customer agreement|or product
specifieation-and-understand-the-technical requirements-of-theproduct—The-individual-is knowledgeable-id the meth-

odology and equipment, tooling, and machinery needed to fabricate the product.

technical requirements: documentation defining the product’s functional requirements, which include design require-
ments, physical characteristics, chemical composition, features, performance requirements, intended purpose, or any
combination thereof.

test: an element of verification that determines the capability of a product to meet its technical requirements by subjecting
the product to specified physical, chemical, environmental, or operating conditions.
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1-4 REFERENCE

The following publication is referenced in this Standard. The latest edition shall apply.

ISO/IEC 17025, General requirements for the competence of testing and calibration laboratories
Publisher: International Organization for Standardization (ISO), Central Secretariat, Chemin de Blandonnet 8,
Case Postale 401, 1214 Vernier, Geneva, Switzerland (www.iso.org)
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Chapter 2
Quality Program Requirements

2-1 QUALITY PROGRAM

2-1.1
(@)

a statg
progrd
quality
(b)
ities a
maint
priate
requir
requir

2-1.2
(a)

activit]
progra
shall g

(b)
proceq
to imp

(¢)
The us
the re

(d)
define
confor

(e)
for th
condit
and as
specia

2-13

General

ment of policy and authority indicating executive management support for implementing an effec
m. An organizational chart identifying the functional responsibilities and authority, of the individua
r in the Certificate Holder’s organization shall also be included.

The quality program shall provide for indoctrination and, when required, training of personnel perfor
fecting quality to ensure that suitable competency and proficiency (competency requirements) are ac
ined. The defined competency requirements shall identify the qualitativeand quantitative traits that

ed. The competency matrix shall identify tasks or processes and personnel who meet the defined c
ements to undertake each task or process.

Quality Manual

es undertaken by ASME in protecting the integrity-of the ASME certificate. The establishment of
m shall include consideration of the technical aspects of the activities affecting quality. The qualit
rovide control over activities affecting quality~to an extent consistent with their importance.

The manual shall include a definition of “significant change” appropriate to the Certificate Holder’s bus|

lementation.
The manual shall be auditable and,shall address the essential controls for each requirement within thi
e of flowcharts, matrices, tables,and charts is encouraged when they can accurately depict how confort
uirements of this Standard-is.achieved.
The manual shall be supported by procedures, work instructions, forms, and other documentation, as ng
and manage the controels'and measures established to ensure the product manufactured by the Certifi
ms to the requirements’of this Standard and the technical job file.
The documents identified under (a), (c), and (d) form the quality program, which shall be implemented
planning and<aecomplishment of activities affecting quality under suitable controlled conditions.
jons include the use of appropriate equipment, suitable environmental conditions for accomplishing
surancethaf prerequisites for the given activity have been satisfied. The quality program shall prov]
controls,processes, test equipment, tools, and skills to attain the required quality and for verificatior]

A description of the Certificate Holder’s quality program shall be documented in a manual. Phé.manual sﬂ:all include

ive quality
s affecting

ming activ-
hieved and
are appro-

and suitable for the scope and complexity of the quality program, including where credentialed personnel may be

bmpetency

The manual shall identify the scope of activities and products to which it applies and shall address the role and

the quality
y program

nessanda

s for ensuring ASME approval is sought aiddobtained for any significant changes falling under this definition prior

5 Standard.
hance with

cessary, to
ate Holder

to provide
Controlled
he activity,
de for any
of quality.

Detegation of Duty

Individual management roles identified on the organizational chart may delegate a duty when controls for such role
assignments are established under the quality program to ensure the delegate is competent to perform the delegated
activities. The manager delegating a duty shall be accountable for determining the delegate’s competency for completing
the assignment satisfactorily and retain responsibility for all delegated duties.

2-1.4

Authorized Personnel

Authorized personnel shall be used to control
(a) access to financial or other resources or to documents related to the implementation of the quality program.
Authorization levels shall be assigned to authorized personnel and documented in the quality program.
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(b) the initiation or discontinuation of a specific task or process under the quality program. Prior to initiation,
measures shall be in place for the use of authorized personnel who are identified on the competency matrix as
meeting the defined competency requirements for the specific task or process.

(c) the quality of work through requirements for individuals to undergo additional training and development to
improve productivity or performance.

2-2 ORGANIZATION

2-2.1 General

(a) The
ities affect
under sect
responsibl

(b) Allp
problems.

(c) Tech
have been

2-2.2 Crddentialed Personnel

Roles, p1
as part of {
sonnel:

(a) qual

(b) non

(c) weld

(d) inte

2-2.3 CZI:petenc_y Requirements — Quality Manager

The co
requireme|
standard.
in the field

prganizational Structure, functional responsibilities, [evels of authority, and 1iNes of cCommunication 101
ng quality shall be documented. Executive management involved in the monitoring of the quality pr]
on 2-15 shall be identified in the organizational structure. An individual from executive management s
b for assuring that an appropriate quality program is established.

ersonnel shall have sufficient authority, access to work areas, and organizational freedonijte-identify

nical and quality personnel, in particular, shall be responsible for verifying that all activities affecting
correctly performed to meet the requirements specified by the approved technical job file.

ocesses, or tasks requiring credentialed personnel shall be identified within the quality program and d
he competency requirements. As a minimum, the following roles shall*require the use of credentiale

ity manager

Hestructive inspection personnel

ers; brazers; and welding, brazing and fusing operators
mal auditors and auditors

etency requirements established for the qualitymanager within the quality program manual shall incly
ht that the person be credentialed through-the completion of a formal ASME training course on th
he competency requirements shall previde assurance that the individual has the necessary expse
of quality and a background aligned-with the scope and complexity of the quality program.

2-2.4 Co

The competency requirements established for the technical manager within the quality program manual shall re
competent]person suitable for the.scope and complexity of work performed under the quality program. The comp
requiremehts shall provide assurance that the individual has the necessary technical qualifications, background,

petency Requirements —Technical Manager

activ-
pgram
hall be

juality

quality

efined
d per-

de the
e QPS
rience

Juire a
ptency
knowl-
turing

ivities
hnnual

edge and Ynderstanding of the Certificate Holder’s products, including related design standards and manufag
processes.
2-2.5 Asgessment-of Resources by Executive Management

The exedutiveimanagement shall ensure that it has sufficient resources to fully and effectively implement the ac
defined withinits quality program. The executive management shall undertake a periodic review, at least on an
basis (see lsection 2-15), to determine whether

(a) personnel resource levels remain at an adequate level or if there is a need for recruitment

(b) existing personnel require additional training and development to improve capability, capacity, productivity, or
performance
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2-3 DOCUMENT CONTROL
2-3.1 General

(a) The preparation, approval, issuance, and change of internally established documents that specify quality require-
ments or prescribe activities affecting quality shall be controlled to ensure correct and approved documents are used.
These documents shall be reviewed for adequacy and approval prior to release by authorized personnel. Changes to these
documents shall be reviewed and approved by defined authorized personnel.

(b) Externally established documents, such as customer agreements, normative references, and standards, shall be
reviewed for adequacy by authorized personnel prior to release as an approved document for use under the Certificate
Holdef'squality programt or tie technicat job tite:

2-3.2| Competency Matrix

The|competency matrix shall identify the types of documents and the individuals who meet the’competenfy require-
ments|to prepare, approve, and issue such documents for use under the Certificate Holder’s\quality program.

2-3.3|Access to Controlled Documents

(a) |Measures shall be in place to ensure that the current version of approved dociments are accessible gnd used as
follows:
(1) by production personnel to achieve conformance
(3) by technical and quality personnel to verify the achievement of cénformance
(b) [The documents that shall be controlled under section 2-3, include;but are not limited to, the folloving:

(1) Quality Program Manual and subtier documents such as, but 1ot limited to, procedures, work iffstructions,
drawings, forms, tags, and labels

(3) technical job file

(3) ASME agreement and ASME certificate
(4) product specification document

(§) normative references, standards referenced under the quality program, customer agreement, ajd product
specification document

(4) purchase orders

(1) competency matrix

(8) approved suppliers list

2-4 TIECHNICAL JOB FILE REQUIREMENTS
2-4.1|General

Thefe shall be a technical-job-file for each product produced under the Certificate Holder’s quality pr¢gram that
identifies the technical and quality requirements to be achieved and verified.

2-4.2| Preparation/Review, and Approval of Technical Job Files

(a) [The technicaljob file shall be prepared by technical and quality personnel as a controlled document. Te¢hnical and
quality personfiélshall transcribe the technical and quality requirements of the product as specified in the original source
specificatiofi;from either the customer agreement or a product specification, as process requirements. The te¢hnical and
quality requirements shall be defined through, but not limited to, drawings, procedures, work instructiops, process
sheets<forms,travelerslabels—and-tags—The personnelinvelved-inperforming thepresecribedactivities shall have
access to these controlled documents, as appropriate to their job function and responsibilities.

(b) The technical job file shall identify the processes where credentialed personnel are required.

(c) Technical and quality personnel shall determine the type of inspections and testing (quality control activities)
required to verify the achievement of quality. The completed technical job file shall be verified by authorized personnel for
accuracy and correctness to the original source specification for the product. The competency matrix shall identify
personnel who satisfy the defined competency requirements to prepare, review, and approve the technical job file.

(d) Certificate Holders not performing or assuming design responsibility shall have technical personnel control use of
the customer’s design documents, including customer approved changes, within its technical job file.
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2-5 INSTRUCTIONS, PROCEDURES, AND DRAWINGS
2-5.1 General

Activities affecting quality shall be prescribed by and performed in accordance with documented instructions, proce-
dures, or drawings of a type appropriate to the circumstances. These documents shall include or reference appropriate
quantitative or qualitative acceptance criteria for determining that prescribed activities have been satisfactorily accom-
plished.

2-5.2 Preparation, Review and Approving for Use

Documented instructions, procedures, internal specifications, or drawings shall be reviewed for adequa¢y and
approved for release in accordance with section 2-3. The competency matrix shall identify personnel’ whq meet
the define¢l competency requirements to perform the prescribed activities.

2-6 PROCUREMENT DOCUMENT CONTROL
2-6.1 General

(a) Theprocurement processbegins with the selection of a supplierin accordance with section 2-7. The activitie§ of the
supplier shall be specified through the issuance of a purchase order.
(b) Purghase orders shall contain sufficient technical and quality requirements toyensure the procured product or
products meet the specifications identified in the technical job file or, when pro¢ured for inventory as a future fnanu-
facturing ipput, the product specification. Additional detailed requirements-affecting delivery and schedules shall be
specified ih the purchase order.

2-6.2 Prgparation, Review, and Approval for Release of Purchase Orders

(a) In agcordance with section 2-3 the Certificate Holder shall establish controls for the provision of purchase ¢rders,
including ypdates, to ensure they are correct and approved prior to release to suppliers.
(b) Priof toissue, each purchase order shall be reviewed byauthorized personnel to ensure all specifications contained
in either altechnical job file or, when procured for inventory as a future manufacturing input, the product specification
have been|appropriately documented.
(c) The |competency matrix shall identify personnel who meet the defined competency requirements to piepare,
approve, and release purchase orders.

2-7 CONTROL OF PROCURED PRODUCTS
2-7.1 General

Procuregl products for inventory as a future manufacturing input or as inputs for the realization of the final proquct(s)
under a teg¢hnical job file shalkbe/obtained from an approved supplier, a supplier specified by the customer, or fr¢m the
customer themselves.

2-7.2 Prdcurement of-Product From an Approved Supplier

The Certfificate Holder shall be responsible for product(s) procured from an approved supplier. The Certificate Holder
shall have fneasut'es for controlling the identification, handling, and storage of such product(s) from receipt until use asan
input in the manufacturing process.

2-7.3 Procurement of Product From a Supplier Specified by the Customer

Where the customer agreement requires the use of a specific supplier, the Certificate Holder shall be responsible for the
inspection of the products received. The Certificate Holder shall have measures for controlling the identification, hand-
ling, and storage of such product(s) from receipt until use as an input in the manufacturing process.

2-7.4 Customer Supplied Product

Where products are provided by a customer, generally known as “customer supplied products,” the Certificate Holder
shall be responsible for receiving inspection to ensure the product or products conform to the requirements of the
technical job file and are suitable as an input in the manufacturing process. The Certificate Holder shall have measures
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for controlling the identification, handling, and storage of the customer supplied product(s) from the time of receipt until
use as an input in the manufacturing process.

2-7.5 Approved Supplier Evaluation

The process for identifying a supplier as an approved supplier shall be controlled to ensure conformance with the
requirements of this Standard and the specifications established in the technical job file or, in the case of procuring
product for inventory, a product specification. The selection and evaluation of a supplier to be included on or removed
from the approved supplier list shall be based on the documented results of one or more of the following tasks, performed
as appropriate to the complexity and risk associated with the product:

(a) yrerifteatic at-arrASM ertiffeateprovided &S ter-isaceceptablefo e-SCOPeo v e procured.
If so vErified, those suppliers holding an ASME Certificate under this Standard may be considered approvedl suppliers
withoyit further action.

(b) [review and acceptance of objective evidence of quality and conformance furnished by the supplier. This task shall
be perfformed by personnel identified on the competency matrix as meeting the defined competency requirements for
supplipr evaluations.

(c) pudit of the supplier’s quality program, to be performed by a certified auditor (cefer to para. 2-15]3).

(d) levaluation of the supplier’s past performance history. This shall be performed by authorized personn¢l based on
any ol a combination of the following:

(1) source inspections at the supplier’s facility performed by personnel identified on the competency matrix as
meeting the defined competency requirements for source inspections
(4) surveillance atthe supplier’s facility performed by personnel identified on the competency matrix as theeting the
defined competency requirements for surveillance
(3) inspection or testing, or both, of products upon delivery or completion performed by personnel identjfied on the
compgtency matrix as meeting the defined competency requirements for inspection or testing (refer to pqra. 2-10.6)

O a vivivmuay oapPP

2-7.6|Source Documentation Package

Theldocuments providing details on the product’s conformance to the purchase order, or technical job file for customer
supplipd products, shall be obtained from the source supplier. The source supplier may transmit documents electro-
nically| or separately from the products when the decuments can be traced back to the products.

2-7.7 |Supplier Performance Management

Wh¢n the Certificate Holder’s quality program requires a supplier to be reviewed for the purposes of identifying an
approyed supplier, or for the performance management of a supplier specified by the customer, the task of cqnducting a
supplipr review shall be performed by authorized personnel.

(a) [The task of conducting an auditof a supplier’s quality program shall be undertaken by certified auditorf identified
in the competency matrix as satisfying the defined competency requirements for supplier audits. The qualify program
shall gstablish the competericy Tequirements for personnel undertaking supplier audits (refer to para. 2{15.3). The
frequgncy and extent of supplier audits shall be defined through a documented audit schedule, the exterjt of which
will d¢pend on the scope'and complexity of the quality program and the production schedule of the supplier. The
audit $chedule shall-be established by the quality manager to make the audits meaningful.

(b) [The task of\cenducting a source inspection or surveillance shall be undertaken by personnel identified in the
compdtency matrix as satisfying the defined competency requirements for source inspections and surveillance. The
quality program shall identify the competency requirements for personnel undertaking source inspections and surveil-
lance.

(c) [hetaskof conducting inspections or tests, or both, upon delivery or completion shall be undertaken by personnel
identified in the competency matrix as satisfying the defined competency requirements for inspections and tests. The
quality program shall identify the competency requirements for personnel undertaking inspections and tests.

2-7.8 Receiving Inspection

Receipt inspection shall be performed when both the product and the associated source documentation package are
available for inspection. For multiple items produced and procured under the same heat, lot, or batch, receipt inspection
may be performed on a sample. Ifa 100% inspection is not used, the number of samples and selection of samples shall be
based on a sample plan developed and approved by quality personnel.
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(a) All products procured from an approved supplier or the supplier specified by the customer shall be subjected to
verification that the purchase order requirements have been met. Verification can include inspection or testing of
products, or both, upon completion at the source supplier’s facility or on delivery.

(b) All products supplied by the customer as inputs for further processing under the customer agreement shall be
inspected or tested to ensure the items received have been properly identified, are associated with proper documenta-
tion, and meet the specifications established in the technical job file.

The competency matrix shall identify quality personnel who satisfy the defined competency requirements to undertake
receiving inspections and, when part of the Certificate Holder’s quality program, the development and approval of an
inspection sampling plan.

2-8 CONTROL AND IDENTIFICATION OF PRODUCTS

Controlg shall be established to ensure that only correct and accepted products, procured products, and)in-process
products afe used as inputs to produce the final product specified in the technical job file. Products used-as inputs for the
realization|of the final product shall be identified and controlled while in the custody of the Certificaté Holder. Identifica-
tion shall be established and always maintained

(a) on the products, or

(b) in dpcuments traceable to the products

2-9 CONTROL OF PROCESSES
2-9.1 General

(a) All grocesses and tasks affecting the quality of product shall be controlled and performed by competent pergonnel.
The Certifigate Holder’s quality program shall establish the competency requirements for personnel undertaking pfoduc-
tion activifies that transform the properties or function of the product: The competency matrix shall identifyj these
processes, |including special processes, and tasks and identify the individuals satisfying the competency requirgments
specified ip the technical job file.

(b) Products shall be manufactured using documentation sygehi' as process sheets, shop procedures, checklists|trave-
lers, or eqpivalent documents identifying the technical and\ quality requirements specified in the technical job file.
Products rhanufactured for inventory shall also meet the requirements of this Standard and the relevant teghnical
job file.

2-9.2 Identifying and Controlling a Special Process

Special processes shall be identified in the quality program manual and include but are not limited to heat treatment,
welding, brazing, fusing, and surface treatment. Special processes shall be performed by authorized personnel using the
qualified and approved procedures specified in the technical job file.

(a) Au‘;rorized personnel performing a special process shall be those who meet the defined competency requirdments
and demorstrate competency by.producing satisfactory results using the qualified and approved procedures specified in
the technigal job file. The achievement of satisfactory results shall be verified as a quality control function through
inspection|or testing, or both, in accordance with section 2-10.

(b) The|quality progfam'shall have measures for authorized personnel performing a special process to maintain or
renew thelr proficiency:

(c) When credentidled personnel are used to perform a special process, the documented competency requirgments
specified yYnder.para. 2-1.1(b) shall

(1) identify the type of credentials required
(2) idemtify the organtzation or type of organization 1Ssuing the credentiats
(3) establish the requirements for maintaining and renewing the defined credentials or proficiency

2-9.3 Planned Maintenance

A planned maintenance system shall be in place. When maintenance and repairs are conducted internally, personnel
shall be identified on the competency matrix. When maintenance and repairs are subcontracted, an approved supplier
shall be used in accordance with para. 2-7.5 for the procurement of a service under a purchase order identifying the
technical and quality requirements for the maintenance or repair of machinery and equipment.

10
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2-10 INSPECTIONS AND TESTS
2-10.1 General

Inspections and tests shall be established to ensure conformance with the requirements of this Standard and the
technical job file. For products manufactured in batches, lots or heats, a sampling plan can be used when permitted by the
quality program. The sampling plan shall be documented and verified by quality personnel to provide a suitable level of
confidence in conformance.

2-10.2 Inspections

Inspections required to verify conformance of a product to specified requirements shall be planned. Charagteristics to
be inspected, methods to be used, and the acceptance criteria shall be specified by technical personnel ahd dqcumented.
The inppection results shall be documented by the person performing the inspection, and their conformance yith accep-
tance friteria shall be evaluated by personnel identified in the competency matrix.

2-10.3 Tests

Tests required to verify conformance to the technical job file requirements shall be ‘plahned. Character]stics to be
tested|test methods to be used, and the acceptance criteria shall be specified by technicalpersonnel and documjented. Test
result§ shall be documented by the person performing the test, and their conformangée with acceptance critefia shall be
evalugted by personnel identified in the competency matrix.

2-10.4 Testing Laboratory

(a) When a testis subcontracted, the testing laboratory shall be accredited to the requirements of ISO/IEC 1j7025 by an
accreditation body. Measures shall be in place to verify the laboratéiy'is providing work under the scope offits accred-
itation] and under an accreditation that has not expired nor beenywithdrawn or suspended.

(b) |As an alternative, organizations performing testing activities shall as a minimum meet the requirementqof ISO/IEC
17025 The placement of a supplier on the approved supplierlist as a testing laboratory shall involve the qualify manager
implefnenting paras. 2-7.2, 2-7.5, and 2-7.7 to evaluateyat a minimum, the results of the annual supplief audits to
determine the supplier’s capability of meeting ISO/IEC 17025.

2-10.5 Inspection and Test Status Indicators

The|status of inspection and test activities performed as a quality control activity shall be identified eigher on the
produfts or in documents traceable to the products where itis necessary to ensure that required inspections and tests are
perforimed.

(a) Nonconforming or deficientpreducts, tooling, equipment, and machinery shall be properly identifi¢d to avoid
being [nadvertently installed, used, or operated.

(b) |Inspection and test stattis shall be maintained through indicators such as physical location and tags, markings, shop
travel¢rs, stamps, inspectioniyrecords, barcode, quick response (QR) code, radio frequency identification (RFID), or other
suitable means.

2-10.6 Competency Requirements — Inspection and Test Personnel, Production and Quality Personnel

(a) |In-proeesschecks may be performed by personnel performing the work as a function of production. Fipal process
checkg shouldbe performed by persons other than those who performed or directly supervised the work. Inspgctions and
tests perfermed as a quallty control functlon foracceptance and release from hold points shall be performed bylcompetent

c = S o cte S S kimgtrspections and
tests. The competency matrlx shall 1dent1fy these inspections and tests and indicate the individuals satlsfylng the compe-
tency requirements.

(b) The documented competency requirements specified under para. 2-1.1(b) shall be based on the intricacy and
complexity of the inspections and tests to be conducted and instruments or equipment to be used. When credentialed
personnel are used to perform an inspection or test, the documented competency requirements shall

(1) identify the type of credentials required
(2) identify the organization or type of organization issuing the credentials
(3) establish the requirements for maintaining and renewing the defined credentials or proficiency

For nondestructive examination activities, the competency requirements for each method and technique shall require

the activity to be performed by credentialed personnel.

11
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2-11 CONTROL OF MEASURING AND TESTING EQUIPMENT

2-11.1 General

Controls shall be in effect to ensure that tools, gauges, instruments, and other measuring and testing equipment used for
production activity or as a quality control activity are calibrated and properly adjusted at specific periods or use intervals
to maintain accuracy within necessary limits. The frequency at which measuring and testing equipment is to be calibrated
and adjusted to maintain accuracy within necessary limits shall be specified. Periodic checks on these devices shall be
performed to determine that calibration is maintained. Calibration records shall be traceable to the equipment.

nmant
TPHICTIT

2-11.2 C

(a) Calibration shall be made against certified calibration standards having known valid relationships and| docu-
mented trdceability to nationally recognized standards, where such standards exist. If no known nationally-recognized
standard dxists, the basis for calibration shall be documented.

(b) Whdn the Certificate Holder performs calibration activities in-house, an individual shall be appointed and|desig-
nated as the responsible manager. The competency requirements for this manager shall ensure knewledge and finder-
standing of ISO/IEC 17025 principles and the manager preferably shall have experience inycdlibration. The inthouse
calibration| activities are to be performed by individuals trained in the required calibratjenimethodology and shall be
identified in the competency matrix. The depth of training for these individuals shall be identified and documented based
on the intricacy of the calibration activities and the complexity of the measuring and testing equipment under calibfation.

2-11.3 Cdlibration Laboratory

(a) Whdn calibration is subcontracted, the calibration laboratory shall be dccredited to the requirements of I§0/IEC
17025 by an accreditation body. Measures shall be in place to verify the laboratory is providing work under the scoge of its
accreditatipn and under an accreditation that has not expired nor been withdrawn or suspended.

(b) As an alternative, organizations performing calibration activities shall as a minimum meet the requiremeénts of
ISO/IEC 17025. The placement of a supplier on the approved supplier list as a calibration laboratory shall involve the
quality mahager implementing paras. 2-7.2, 2-7.5, and 2-7.7 to €valuate, at a minimum, the results of the annual sypplier
audits to determine the supplier’s capability of meeting ISO/IEC 17025.

2-11.4 Cdlibration Status Indicators

Control measures shall include provisions for(measuring and testing equipment identification and determining cali-
bration stqtus. The identification shall provide’ sufficient visual information to personnel without personnel haying to
obtain the|current calibration status elsewhere.

2-11.5 Discrepancies in Measuring_and Testing Equipment

When discrepancies beyond an acceptable tolerance range for measuring and testing equipment are found furing
calibration) the discrepant measuring and testing equipment shall be processed as a nonconformity per section 2-13.
Appropriage corrective actions shall be taken and shall include the evaluation of past products (including inpped
products) measured or tested since the previous calibration period to determine conformance with the requirdments
of this Stapdard and_the-established tolerances in the technical job file.

2-12 HAJDLING, STORAGE, AND SHIPPING

Measurds forthe handling, storage, cleaning, packaging, shipping, and preservation of products to maintain the quality
of the product shall be established. These measures shall be evaluated and approved by technical personnel.

2-13 CONTROL OF NONCONFORMITY
2-13.1 General

(a) Products or processes that do not conform to this Standard, the Certificate Holder’s quality program, the technical
job file, or the purchase order shall be controlled to prevent inadvertent installation, use, or operation.

(b) Adequate measures shall be provided for the identification, documentation, evaluation, segregation when prac-
tical, and disposition of nonconforming products or processes, and for notification to affected organizations. Technical
and quality personnel shall be jointly responsible for the disposition of the nonconforming products and processes.
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