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0.0 PURPOSE

The purpose of this document is to establish polices and procedures for the ACLASS
conformity assessment programs to convey to personnel, assessors, and/or experts.

1.0 PERSONNEL AND ASSESSORS

All assessors and experts shall meet the requirements of the ACLASS procedure for
Personnel and Assessors Criteria and Training, Section 24. Assessors are responsible for
maintaining their credentials and having the latest copies of the various standards and
ACLASS documents. The latest revisions of this and all relevant ACLASS documents
associated with each conformity assessment program are available on the ACLASS website
and/or ACLASS Headquaners.

At least one assessor conducting the assessment shall have recognized expertise' in the
function of the customer being assessed. Each assessor shall sign a COllfidentiality and
Conflict oflnterest Statement for each customer for whom he or she performs an assessment,
review. or conducts a visit

The Senior Accreditation Manager(s)2 and/or the Program Managers appoint all members of
the assessment team. The lead assessor assigned to a customer seeking accreditation has full
authority and responsibility for that customer's accreditation process. unless specifically
defined otherwise ill this document.

No assessor shall provide any direct advice (i.e.. consulting) to a customer. No assessor shall
advise a customer as to how to documellt and set-up its management system.

ACLASS and the lead assessor shall be sensitive to thc customer's scheduling needs.

1.1 Notification and Objections

The customcr will be notified at least 30 days prior to an assessment, if possible, of the
names of the members of the assessment team.) The customer has the right and should object
\0 any assessor Who has any known conflict of intcrest If a customer objects to the
appointment ofany particular assessor and/or expert. the Senior Accreditation Manager(s)
and/or the Program Manager(s} will inquire as to the reason for such objection.

If the customer objects to the appointment of any particular assessor and/or expert they shall:

• Submit their objection in writing to the Program Manager
• Identify the particular assessor(sl and/or expert(s} in question
• Identify the reason(s} behind the objection including known conflict ofinterest
• Sign the letter of objection by a duly authorized representative of the organization

I e.g.. calibrationl'), 1es((0). inspection!o). RMP(s), PT pro,·ider.; or any other orca as necessOJ)'
, ACLASS mainl8ino Senior Accredilolion Manogerlo) and Program Managerlo)
.t The customer may request at any time qualifications of assessment team members.
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Upon receipt of the signed letter of objection. the Senior Accreditation Manager(s) and/or the
Program Manager(s) shall:

• Determine whether the objection is valid
• Investigate the cause for the objection, including taking any necessary corrective

and/or preventive actions
• Appoint new assessor(s) and/or expert(s)
• Notify the customer in writing of the names of the new member(s) of the assessment

team. as appropriate.

2.0 REQUIREMENTS

ISO 19011 is used as guidance for the ACLASS assessment process. The assessment, if
conducted according to this document. will meet lSO 19011. Checklists, forms and
procedures provided to perform assessment activities are for guidance. They provide the
method for the assessment team to document how a customer is meeting the requirements.

The policies and procedures for the ACLASS conformity 8S$Cssmcnt programs are
documented for the customer in Document 3 (for ISOIIEC 17025). Document 4 (for
Reference Material Producers (using ISO Guide 34). Document 5 (for ISO/IEC 17020), and
Document 6 (for PT providers using ISO Guide 43 and ILAC G13, soon to be replaced with
ISOIIEC 17043). The policies written in each above mentioned document shall apply to all
applicant and accredited customers.

The Senior Accreditation Manager(s) and/or the Vice President have the authority and
responsibility for the official ACLASS interpretation of the standard(s) and ACLASS
policies.

The ACLASS web site will contain all the current versions of documents, forms and
templates.

3.0 QUOTATION AND OTHER INFORMATION

A customar can request and obtain a quotation. Any authorized ACLASS personnel can
provide a quotation. Quotes are made on the ACLASS Quotation Sheet. Quotes are according
to ACLASS published mtes. Quotations depend upon, but are not limited to, size of the
organization, number of employees. and scope of accreditation.

ACLASS' confonnity assessment programs provide a geneml description of each ACLASS
accreditation system and arc available to the public.

There may be additional charges for review of corrective action(s) and/or a follow-up visit
for any non-conformance. The customer will be billed ifsignifieant revicw ofcorrcctivc
actions is required by ACLASS. Any follow-up and/or questions directed towards the lead
assessor shall be responded to in a timely manner. Assessor domestic travel time is billed at



the ralc of $35lhour up to a Illaximum of $350 roundtrip. Intcrnational assessor travcl time is
billcd on a casc-by-casc basis.

If a follow-up visit is rcquircd, thc asscssorjs) shall be reimburscd according to the nonnal
asscssor day ratc, and asscssor travel timc shall also apply.

Customcrs canccling confimlcd dates within thirty days prior to thc previously confinncd
datc will bc subjcct to a chargc cquivalcnt to 50% of the daily fcc for cach cancelcd datc.

All customers, including initial accreditation assessments and survcillance and
TCasscssments, may be rcquired to pay a dcposit as defined by ACLASS. The deposit is
typically the equivalcnt of thc asscssor day rate for each day of thcir assessmcnt at Icast 30
days prior to the scheduled assessment.

All remaining fees. including assessor travel related cxpenses shall be invoiced lIpon
complction of thc assessmcnt.

Failure to pay may result in thc canccllation of the scheduled assessment and charges levicd
as mentioncd above up to and including suspension of accreditation.

4.0 APPLICATION

Every customer seeking accreditation from ACLASS must submit an application using the
appropriatc application fonn for cach respectivc cOllfonnity asscssment program. Thc
accreditation proccss bcgins whcn ACLASS receivcs the completed application foml and fcc.

The Program Managers and/or ACLASS staff checks the application fonn to make sure it's
complete and accurate. The applications arc also reviewed to ensurc that ACLASS has or
can obtain thc proper expertise to conduct the accreditation. Then, the Program Manager(s)
andlor ACLASS staffsign off on the application and appoints the lead assessor and any
additional team members, as necessary.

The draft scope of accreditation to be included in the application should be completed, as
best as possible to ensure the customer's operations are adequately conveyed to ACLASS,

The lead assessor and/or the Program Manager(s) shall verify the scope directly with the
eustomcr. Upon verification ofthc scope, the Program Manager(s) and/or thc Icad assessor
shall assemblc a team ofACLASS assessors and/or experts, as necessary,

The Senior Accrcditation Managerjs) and/or the Vice Prcsidcnt or their designees have the
authority and responsibility to select and assign all asscssors and/or expcrts, in aceordancc
with this document Section 24.
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5.0 INTRODUCTORY VISIT

The introductol)' visit is an optional service and may be completed by an ACLASS lead
assessor. ACLASS schedules the visit to the customer to review and answer any questions
regarding the requirements ofaccreditation and the ACLASS accreditation process. As
appropriate and as time pernlits ACLASS may perfornl a walk through review oflhe facility.

This is an infonnal visit and there arc no findings or written reports. ACLASS will sib'll and
provide a copy oflhe Confidentiality and Conflict oflnterest Statement to the customer.
The original becomes part of the customer's record maintained by ACLASS.

6.0 PRACTICE ASSESSMENT

Practice assessments arc an optional service and can takc up to the same number of assessor
days as the accreditation assessment. Up to two (2) practice assessments may be conducted
for each accreditation customer. ACLASS schedules and notifies the customer in writing
with assessment schedule approximately 30 days before the assessment. The assessment
team then visits the customer. The assessment team conducts the practice asscssmentjust as
an accreditation assessment would be conducted. except that it is infonnal.

This is an infonnal visit and the assessment records and written report are brief. All findings
are left with the customer. ACLASS only maintains minimum records of a practice
assessment to guarantee impartiality and to preserve traceability as indicated in the next
paragraph. Practice assessments have no influence on the accreditation assessment.

The lead assessor shall providc thc cust(lJJler signed copies of the Confidentiality and
Conflict of Interest Statement to the customer for each representativc of ACLASS. The
originals with a short report prepared by the lead assessor become part of the customer's
records maintained by ACLASS. Also. the lead assessor shall ask the customer to complete
and return to ACLASS an Assessment Activity Survey. Each assessor should complete the
Assessor Assessment Record and should supply a copy to ACLASS to help them maintain
their credentials. It is. however. thc responsibility of the assessors andlor experts to maintain
this file for tbeir credentials.

The Program Manager(s) may provide guidance to the lead assessor as requested and needed.

Assessor(sl assigned to perfonn the practice assessment normally will not perform the
accreditation assessment.

7.0 DOCUMENT REVIEW

The program manager, lead assessor andlor designee perform a document review to verify
that all management system clements of the appropriate requirements are addressed.
understood and documented by the customer. ACLASS requires the customer to have a
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documented management systcm. The customcr's documentation normally starts with a
document known as the Quality Manual.

This is a required step in the accreditation process. After verification of the application, and
assignmcnt ofthc lead assessor by thc Program Managcr(s) and/or the Senior Accreditation
Manager, ACLASS contacts the customer to request that thc customer submit its
managcmcnt systcm documcntation. if not previously received with thc application, for
review. Until this step is complete, no further steps in the accreditation process can begin.
The program manager, lead assessor and/or a member of thc accreditation assessment team,
as assigned by the lead assessor performs this review and report preparation. The report
shall include the usc of the relevant accreditation checklist for the respective conformity
asscssment program with thc document review column complcted as well as the document
review report to be sent to the customer. The time allowancc for review and report
preparation is norn18l1y one assessor day.

The report is a summary of infonnation, issues and comments. The accreditation checklist is
used to providc a paragraph-by-paragraph indication of how the customer meets the
appropriate requirements. The reviewer shall include objectlv!: evidence (i.e., quality system
references) in the document review column, as appropriate. Issues are definite violations or
missing clements of the requirements. The assessor shall use comments to document
eoncerns and qucstions that may bccomc issues later in the accreditation process.

The lead asscssor (or dcsignee) shall submit thc report i.cluding the checklist to the Program
Manager(s) (or their designee) and/or the Senior Accreditation Manager for review and
distribution to the customer and the ACLASS files. This report bccomes part of the
customer's records maintained by ACLASS.

The Program Managcr(s) may provide guidance to the lead assessor as requested and needed.
Also, the Program Manager(s) may provide a copy of an example report to the reviewer.

8.0 PLANNING VISIT

The purpose and content of the planning visit are to:

• present ACLASS and its accreditation process to the customer
• resolve any questions conccrning the scope of accreditation and formal listing
• review all issues and comments from the document review, and identify any

additionaI issues
• verilY and briefly review any other relevant documentation
• perfonn sample assessment questioning to identify any gross non-conformances
• plan for the aeereditation assessment

Generally, the planning visit is to judge if the customer is ready for its assessment.

The planning visit is a very important step in the accreditation process, but is not a
requirement for accreditation. ACLASS normally notifies the customer in writing at least 30



days before the planning visit with a schedule, and then conducts the visit and prepares the
report, The time allowance for the visit and report preparation is nonnally one to two
assessor days. This visit may be waived by request of the lead assessor to the Senior
Accreditation Manager(s) and/or the Program Managers. Additionally. the planning visit may
be waived at the request of the customer, as determined by ACLASS,

The following records result from this visit:

• Attendance Sheet from the opening presentation
• Confidentiality and Conflict of Interest Statements as needed
• the Planning Visit Report
• A copy of the accreditation checklist, when completed.

The planning visit report in addition to the above records shall include:

• the draft scope ofaeercditation of the customer, if available
• the status ofall issues From the Document Review and this visit
• the general features of the customer (corporate entity name. address. legal status,

human and technical resources)
• general infonnation concerning the customer, such as primary function, relationship

to larger corporation, and physiealloeation(s)
• rcfercnce to the quality manual and revision., as well as scopc and revision

The lead assessor (or designee) shall submit the report and all records except the survey to
the Program Manager(s) (or their designee) and/or the Senior Accreditation Manager for
revicw and distribution. A copy oftbe Planning Visit Report is typically left witb the
customer at the end of the visil, and a blank copy of the Assessment Activity Survey is given
to the customer wbo should be asked to complete it and return it to ACLASS Headquarters.
The records and report from this visit become part of the customer's records maintained by
ACLASS.

Ideally, the customer and lead assessor will resolve all issues and comments from the
document review, and any additional issues from the planning visit before the accreditation
assessment. The lead assessor with the Program Manager(s) and/or the Senior Accreditation
Manager can decide whether to proceed if all issues and comments are not resolved before
the accreditation assessment.

The Program Manager(s) may provide guidance to the lead assessor as requested and as
needed. Also. the Progrnm Manager(s) may provide a copy ofan example schedule and
planning visit report to the lead assessor.

9.0 ACCREDITATION ASSESSMENT

The purpose of the accreditation assessment is to samplc the customer's quality and technical
management system and detennine through the use of interviews, reviewing procedures,
data, and records that the customer's system is effectively implemented and meets the
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applicable rcquircmcnt(s). Thc asscssmcnt tcam uscs thc accrcditation asscssmcnt to jUdge if
thc customcr is rcady to be accreditcd.

The accreditation assessment shall consist of:

• thorough revicw of customcr's compliancc to thc rcquircmcnts of cach applicablc
conformity assessment program

• an opcning mceting with thc customcr's managcmcnt
• daily asscssor mectings and customcr dcbricfings
• a rcview ofany open issucs from the document review and planning visit. if

applicable
• a review ofany rcsults from proficicncy tcsting, as applicable'
• a review of any estimations ofmeasuremcnt uncertainty, which includes revicw of

uncertainty bUdgets, as applicable~

• witness scope of accreditation
• a final assessment team meeting to discuss findings
• a recommendation from the lead assessor in consultation with the assessmcnt tClim to

accredit. not to accredit, or hold accreditatioD pending non-conformance resolution
• a closing meeting

The accreditation assessment is a rcquirement. and is the critical step in thc accreditation
proccss. ACLASS typically notifies the customer in writing with assessment schedule and
plan 30 days before the accreditation assessment. Then, the entire assessment team conducts
the accreditation assessment. The lead assessor is responsible for the preparation ofthe
accreditation assessment report. The accreditation assessment report shall bc completed and
submitted to the Program Manager(S) (or their designee) andlor the Senior Accreditation
Manager within 5 business days after the completion of the accreditation assessment.

The quotation is used as a guide to determine estimated assessment days. Upon further
review ofthe draft scope ofaccreditation, assessment days may be adjusted as necessary to
complete the assessment. The lead assessor shall confer with ACLASS prior to or during the
assessment for approval ofany adjustments, as needed.

The accreditation asscssment comprises the following steps and actions as indicated by these
records that shall result from the accreditation assessment:

• Opening Meeting Check Sheel
• Attendance Sheets from the opening and closing meetings
• Confidentiality and Conflict ofInterest Statement for each representative of

ACLASS at assessment
• Appropriatc accreditation checklist associated with each applicable conformity

assessment program
• Non-conformance Records written during the assessment,

.. See also Section II. Proficiency Testing f Inler~Loboratory C'onl.porisons.. wirhin this docum~nt
, S~ also Section 12. Traceabilily and Measurement Uncertllinty. within this doc:ument
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• Accreditation Recommendation Record
• Closing Meeting Check Sheet including a review of the use oflhe ACLASS symbol
• Completed draft scope of accreditation as agreed upon by ACLASS and the customer
• BMC budgets to support scope ofaccreditation claims, as applicable
• PTIILC Summary Report Form, as applicable
• Accreditation Assessment Report

It is important and required that each assessor during the assessment document how each
requirement is met while in the area being assessed. This shall be accomplished using the
appropriate accreditation assessment chccklist for each applicablc conformity assessment
program. Assessor notcs become part of the accreditation records and are to be kept 011 thc
assessmcnt checklist and supplemental note form,

Asscssors shall record each non-conformance on a Non-conformancc Rccotd, Responsc to
any non-conformancc is due within thirty days unless otherwisc agreed upon between the
customer and ACLASS. Responses shall be sent to ACLASS for distribution to the lead
asscssor. The assessment team c1assifics each non-conformance as major or minor.

A Major Non-conformance is the absence of, or the failure to implcment and maintain one or
more of the accreditation chccklist requirements. or a situation which would, on the basis of
available objective evidence raise significant doubt as to operations or appropriatencss oflhe
resulls rcported by the aecreditation customcr. The assessment team may judge numerous
minor non-conformities against a single requirement to be a signi ficant breakdown of the
management syslem and thus a major non-conformance. Any minor non-conformance that is
a repeat from the previous assessment wilt be considcred a major non-conformance.

A Minor Non-conformance is any other non-confomlance which is an isolated occurrence
and is nom1ally easily correcled and verified.

An Opportunity is ncither a major nor minor non-conformance. 11 is used to documcnt itcms
that may help a cU$lomer improve their operations.6

Assessors llha11 report any major non-conformance to the lead assessor immediately. The
lead assessor in turn shall immediately nOlify thc customer representative.

The lead assessor shall submit the accreditation assessment report and all reeords (except the
Asscssment Evaluation Survey) to ACLASS for review and distribution. The lead assessor
will typically leave a copy of the enlire report wilh the customer.' The records and rcport
from lhis visit become part of the customer's records maintained by ACLASS.

Thc accreditation assessment final report in addition to the records indieated above shall
consider and include:

, lLAC-G20:2002 Guidelines on Grading ofNon-confomlitie, is used as guidonce for c1B5,ificslion of non­
conformances
7 At a minimum. non-.eonfonnance ~cords and 0 copy of me checklist should be left with .he customer
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• dates(s) of assessment
• name(s) of assessment team
• names and location ofcustomer
• reference to scope ofaccreditation which is an attachment
• thc assessment team's cvaluation as to thc customer's compliance to thc requirements
• the technical qualification, experience and authority of the customer's staff
• the names of the customer's staff responsible for the certificates and repol1s
• the adequacy of the internal organization and procedures
• physical facility and resources, including maintenance and volume, size, and staffing
• the results and the use of the results ofproficiency and other inter-laboratory

comparisons, when used and as applicable
• action to correct previous non-confonnances

The Program Manager(s) may provide guidance to the lead assessor as requested and as
needed. The Program Manager(s) may also provide a sample accreditation assessment report
to the lead assessor.

9,1 Customer Internal Audit and Management Review

It is ACLASS policy that each customer must have completed an internal audit and
management review covering the applicable conformity assessment program requirements
prior to initial accreditation.

10.0 ISSUANCE OF ACCREDITATION

Thc Vice President or his desi!,'1lees ltave the authority and responsibility to detennine if a
customer is to receive and continue accreditation from ACLASS (sec also this document
section 10.1 below). Based on thc review of the accreditation assessment records and the
recommendation oftRe assessment team, the Program Manager(s) (or their designee) issue a
final recommendation to the Senior Accreditation Manager and/or thc Vice President for the
decision to issue or not to issue accreditation (see also section 10.1). ACLASS notifies the
customer.

The accreditation eel1ificate shall include:

• the signature of an officer of ACLASS
• idcntity and logo of ACLASS
• reference to the standard(s) used for the assessment
• the name and address of the customer
• referencc \0 the scopc of accreditation
• description of the scope
• the terms for the accreditation
• a unique serial number

The scope ofaccreditalion shall include:
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• the signature of an officer of ACLASS
• the name and address of the customer
• clear identification of the type. methods. areas of accreditation. or other relevant

infonnation
• effective date and tcml of accreditation
• certificate number to which scope applies
• names of person(s) recognized as responsible for the scope ofaccreditation

The PrObJTBm Manager(s) and/or the Senior Accreditation Manager shall not make the
accreditation recommendation. review reports nor sign the accreditation decision for a
customer if the Program Manager(s) and/or the Senior Accreditation Manager have
participated in the assessment. The Senior Accreditation Manager(s) may appoint BlIother
qualified individual to make the accreditation decision according to this docwnent Section
24. Personnel and Assessor Criteria and Training (sec also section 10.1). The appointed
employee in this case shall not have participated in the assessment.

No certificate shall be issued with a recognition mark or indication which is not supported by
a recognized scope.

The date upon when the accreditation decision was made shall be the valid date of
accreditation for each customer. The accredilalion decision date shall determine the annual
surveillance and reassessment cycle. Evidence of the accreditation decision date shall be
documented on the ACLASS management iRfonnation system database.

10.1 Review of Accreditation Reports

This section describes the process for reviewing customers' accreditation reports.

10.1.1 Accreditation Assessmeot Report Review

Upon receipt of the accreditation reports and satisfactory resolution of all non-confonnances
fr0111 that report, the Program Managcr(s) shall establish the Accreditation Review Panel (sec
also 10.2). The purpose of the panel is to review the customer's accreditation reports for
technical compliance to the ACLASS requirements for applicable conformity assessment
program for which the customer has applied.

The Program Manager(s) shall distribute the customers' accreditation reports to the
Accreditation Review Panel. Members of the Accreditation Review Pauel shall review
customer accreditation reports submitted by the lead assessor and provide concurrence or
non-concurrence with objective evidence to the Program Manager(s). The Program
Manager(s) shall review the panel's results and submit their final recommendation to the
Senior Accreditation Manager or Vice President.

The Senior Accreditation Manager and/or Vice President shall review the reports and the
final recommendation to ensure the appropriate ACLASS processes were followed. The
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Senior Accreditation Manager and/or Vice President shall then sign the certificate and scope
of accreditation upon a favorable decision on accreditation.

Approval is indicated on each customer's assessment record maintained on ACLASS'
management infomlation system database.

10.1.2 Surveillance Assessment Report Review

Upon receipt ofthe surveillance assessment reports, the Program Manager(s) shall review
each surveillance report and recommend whether to coutinue accreditation (sec also section
10.1.1). Approval is indicated on each customer's assessment record maintained on
ACLASS' management information system database.

In instances when surveillance assessments arc conducted and the customer requires a
modification in its scope of accreditation and/or technical capabilities. the Accreditation
Review Panel may be convened at the discretion of the Program Manager{sl (sec also section
10.1.1).

10,1,3 Reassessment Report Review

Upon receipl of the reassessment reports, the Program Manager(s) shall review each
reassessment report and recommend whether to continue accreditation (sec also section
10.1.1).

In inslances when reassessments are conducted and the customer requires a modification in
its scope of accreditation and/or technical capabilities or there are numerous non­
conformances, the Accreditation Review Panel may be convened at the discretion of the
Program Manager{s) (see also section 10.1.1).

Approval is indicated on each customer's assessment record maintained on ACLASS'
management information system database.

10.2 AccreditatiOD Review Panel

The purpose of the Accreditation Review Panel (ARP) is to review the customer's
accreditation reports for technical compliance to the ACLASS requirements for each
applicable conformity assessment program. Members of the Accreditation Review Panel
shall review customer accreditation reports submitted by the lead assessor and provide
concurrence or non-concurrence with objective evidence to the Program Manager{s).

The Accreditation Review Panel receives its authority from the Accreditation Council.

The Accreditation Review Panel shall maintain impartiality and objectivity and has the
freedom to make its own recommendation independent of any commercial interest and/or
pressure.
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The Accreditation Review Panel" shall comprise individuals that represent all areas of a
customer's scope ofaccrcditation. Thc Program Manager(s) andlor Senior Accreditation
Manager shall serve and are permancnt members of the panel provided that the Program
Manager(s) andlor the Scnior Accreditation Manager shall not make the accreditation
recommendation, review reports nor sign the accreditation dccision for a customer if the
Program Manager(s) 'llJd/or the Senior Accreditation Manager have participated in the
assessment.

Thc Program Managcr(s) shall ensure and select appropriatc individuals for inclusion on the
Accreditation Rcview Panel that comprise all areas of each customcr's scope of accreditation
being reviewed.

The Accreditation Review Panel shall submit the rcsults of their review to the Program
Manager(s). The results of the review shall include a recommendation to: accrcdit; hold
accreditation pending further review; or not to accredit.

Membcrs of the Accreditation Review Panel may be removed with eause.

10.2.1 Request for Additional Information

The ARP pancl may request additional information before issuing their recommendation to
the Program Manager(s). This request will go through the Program Manager(s) for
dissemination to the appropriate individual(s) andlor organizations(s).

In instances wherc thc ARP panel disagrees with the assessment team's recommendation,
this will be documented. The Program Manager(s) will discuss the disagreement with the
panel through any available llIeans (i.e. email, teleconference. video conference. etc.),
including but not limited 10, review of additional information requested by the panel. The
result (i.e. notes) from the discussion aRd revicw will be documented. with the Progratn
Manager(s) final recommendation.

10.2.2 ARP Assessor Feedback

Accreditation Rcview Panel experts may provide feedback to ACLASS on assessor expertise
as a result of their accreditation report review. Fcedback may be documented. through email
correspondcnce. letters. telcphone or any other possible medium.

If any negative feedback is reccived regarding assessor(s) andlor expert(s), ACLASS shall
take any necessary corrective action according to this document seetion 23. ACLASS may
take the necessary correctivc action to inelude but not limited to:

• Maintaining of notes for follow-up training
• Request for additional competency information
• Changcs in approval areas

K Members of the Accreditation Review Panel are considered experts and sholl meellhe requirements ofthis
documem seclion 24.fJ
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Feedback from the Accreditation Review Panel may include, but is not limited to:

• Highlight ofdeficicncies in reports
• Comments on assesso"s) andlor expcrt(s)
• General comments on the ovcrall assessment

11.0 PROFICIENCY TESTING liNTER-LADORATORY COMPARISIONS

The requirements for proficiency tcsting/inter-Iaboratory comparisons arc found in each
respective ACLASS document for each conformity assessment program, as required.

Where proficiency testing or inter-laboratory comparisons are required, it should be
conducted in accordance with ISOIIEC Guide 43-1, Proficiency Testing by Inter-laboratory
Comparisons - Part I: Development and Operation of Proficiency Testing Schemes (or any
future vcrsions thereof)9 For further guidancc, see also ACLASS Guidance on Proficiency
Testingllnter-Jaboratory Comparisons available at www.ac\esscom.colll.

12.0 TRACEABILITY AND MEASUREMENT UNCERTAINTY

The requirements for traceability and measurcmClll uncl'rtainty are found in each respective
ACLASS document for cach conformity assessment program, as required.

12.1 Multi-Lateral Recognition Arrangements

ACLASS will honor and enforce the requirements of each respective MRA andlor MLA for
which ACLASS is a signatory, including but not limited to:

• Thc usc of equivalcnt procedures in (he accreditation of laboratories, inspection
bodies, reference material producers, PT providers, or any others as relevant.

• Thc recognition ofa laboratory, inspection body, refcrence material produccr, PT
provider or any others as relevant, as equivalent to an ACLASS accredited cuslomer

• Accept endorsed calibration/lest/inspection reports of MRAIMLA signatories
• Promote the acceptance of international MRAIMLA
• Investigate complaints
• Contribute to thc appropriate MRAIMLA Councils
• Provide other available resourecs as detemlined by ACLASS

12.2 Scopes of Accreditation

A customer's scope of accreditation is a document spccifically stating the capabilities for
which accrcditation is granted. Details of specific scopes of accreditation can be found in
each rcspective ACLASS document for each respective conformity assessment program.

• It is expected that ISO/lEe 17043 will be published and will replace ISO Guide 43
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12.3 Change or Expansion of Scope of Accreditation

Accrcdited customcrs at timcs may rcqucst of ACLASS changcs to or cxpansions ofthcir
scopc of accreditation at or bctween thcir normal assessment schedulcs. In thcsc situations
customcrs arc rcquircd to obtain thc appropriate form (availablc at www.aclasscorp.com).
completc and submit it to ACLASS to requcst this servicc. A scopc cxpansion typically
warrants an on-site visit to thc customer to vcrify the practiccs. competencc and records. Thc
vast majority of time, this occur.; in conccrt with a surveillance or reassessmcnt visil. Undcr
dcfincd circumstanccs. with vcry minor scope changcs, this visit may bc pre-cmptcd by
satisfactory documcntation and discussions with customer represcntativcs.

Whcn an abbreviated scopc expansion visit takcs place, this will not replace any asscssment
visits normally schcdulcd for any accredited customcr. 1O

At any time, an accredited customer has thc option of cxpanding their scopc ofaccreditation,
as 1011g as certain requirements are mcl. Thcse includc:

• Adequatc advance notification and submittal of thc appropriatc form to ACLASS
conccming thc intention and the specific line items to bc added to a scope of
accreditation

• Scheduling arrangcments with ACLASS to havc a qualificd ACLASS asscssor
perfonn the witnessing, either during a scheduled assessment visit or any scparatc
visil. Thc lcngth of thc visit is dependent on the depth and breadth of the scope
cxpansion

• Satisfactory provision of related documents and records. including methods,
uncertain tics (BMCs) as needed, and any rclatcd corrcctivc actions as a resull of the
witnessing

• Satisfactory payment ofall associated costs to ACLASS for such scrvices
• Satisfactory rcview and approval by ACLASS according to the ACLASS decision

proccss

Normally, scopes ofaccrcditation may be regularly updated with newer BMCs or slight
adjustmcnts in rangc that arc not subject to this "cxpansion" category, If there is any changc
however that is duc to a ncw mcthod. any ncw refcrence standard or technology or apparatus.
it may be witnessed per ACLASS procedures.

12.4 Reference Materials and Reference Cultures

Chemical, microbial and other reference materials rcpresent a completcly different arena
within traceability. Chcmicals and strains of microorganisms require assurance ofboth purity
and identity. Traceability for chcmical refcrence materials is adequately covcred in Appendix
A of ISO Guidc 34:2000 (E). This covcrs gases and gas mixturcs, metal alloys. pure
compounds, tracc c1emcnts, organics, molecular biologics, and othcrs. ACLASS subscribes
to the descriptions in this appendix. Primary sources of these chemicals include NIST and

'" Acu.'lomer may request on earlier pl.,med IISsessment. which may include odditional assessment duys to
address u scope expansion
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US Pharmacopeia. Microbcs should normally bc obtaincd from thc American Type Culture
Collection (ATCC) or othcr internationally recognizcd sourec.

13.0 CUSTOMERS WITH MULTIPLE LOCATIONS

Each location where calibration(s), tcst(s). inspection(s). andlor RMP occur will nonnally bc
treatcd as a separatc accreditation." This would not include a location with different
buildings in close proximity.

14.0 SURVEILLANCE AND REASSESSMENT

The pUlpose of the surveillance is to ensure that thc customer's organizational management
system is maintaincd and remains cffective. It is important that surveillance provide a value
added function to the customer. Assessors may recognize improvement opportunities and
communicate thesc to the customer.

Each surveillance and reassessment visil shall consist of:

• brief opening meeting
• verification thai the ACLASS accreditation symbol is being used propcrlyl'
• review ofany changes to the customer's operational system
• review of any changes to the accreditation scope
• verification of eOlTCetion of non-conformances from the previous visit
• assessment of management reviews
• assessment of internal audit system and its effectivcncss
• assessmcnt of the complaints and corrective action system
• witness scope of accreditation
• review of any results. schedule and status from proficiency testing. as applicable
• assessments of other sections from relevant standards or assessment checklists that

havc not been assessed in the previous two years or the requirement clauses that havc
not been assessed for the longest time

• recommendation and subsequent determination concerning continuing accreditation
• closing meeting

Surveillances arc important in that they not only determine if the customer continues to meet
the requirements. but they allow the opportunity for the assessor to provide additional value
to the customer. If the customer is in concurrencc, the assessor may identiry continuous
improvement opportunities during surveillances by using the opportunity category on the
non-conformance record. The assessor may not advise or suggest how the customer may

II Customers with multi-siles. where the customer's satellite site(s) do not conduct key activities may meet the
ACLASS Mulli-Site Policy. The guidance and requirements for the ACLASS Mulli-Site Policy are available
within the ACLASS Guidance Documenlarea on our web site and ACLASS Document 3. 4 and S•..
appropriate. The pwpose of Ihi' mulli-site policy is to develop a method to evaluate those corpornte sites with
satellite sites thot do nOI conduct key activities.
I:! C\Lo;tomers having signed the ILAC sub~license agreement shall have its use verified
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make improvcmcnts. The customer's action or inaction about any idcntified opportunity shall
not affcct thcir accreditation status.

Survcillanccs are conducted at least yearly after the date of initial accreditation. ACLASS
typically notifics the customer in writing with schedule at least 30 days before the
survcillance. The amount of time to conduct this assessment shall be according to the
quotation, unless otherwise determined by ACLASS. The lead assessor or team with the
Program Managerls) and/or the Scnior Accreditation Managcr shall increase the time if
ncedcd due to changcs in personnel, changcs in equipment, any changc in scope, rccciving
complaints, or othcr reasons.

The following records shall result from survcillance visits:

• an Attendancc Sheet from the closing mccting
• Confidcntiality and Conflict oflnterest Statements for each ACLASS represcotative
• Appropriate accreditation checklist used during this visit
• any Non-conformance Action Records written during this visit,
• a Surveillance Report

During each visit each assessor shall document how the customer meets each requircmcnt for
each section ofthc checklist being assessed. This shall be accomplished using the appropriate
section of the checklist. Assessor notes become part of the survcillance records and are to be
kept on the appropriate checklist and supplemental note form.

A single assessor or assessment tcam may coRduct surveillance visits. The assessor is
assigned by the Program Managerls) and/or the Scnior Accreditation Manager, and is
responsible for thc preparation of the surveillance visit report and providing a COpy to the
customer. The asscssor shall sign tho surveillance report. The customer receives a copy of
the report at the conclusion of the visit. The assessor sends the report to ACLASS for
processing.

Any rcsulting non-conformances shall be responded to by the customer within 30 days.
Responses shall be sent 10 ACLASS for distribution to the lead assessor. The Program
Managcr(s) and/or Assessment Coordinator shall monitor this time limit, and take any
appropriate aetion. Such appropriate action may include suspension or withdrawal of
accreditation.

The review of surveillance reports and decision to continue accreditation is according to this
document section 10. I.

Additional surveillance visits and/or time may be required ifsignificant non-eonfomlances
result from the surveillance and/or rcassessment visit. Also, additional surveillance visits
and/or time may occur to vcrify changes in and/or additions to the customer's management
system.
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The Program Manager(s) may provide guidance to the lead assessor as requested and as
needed. The Program Manager(s) may also provide a sample and outline for a surveillance
report to the assessor and/or assessment team.

As part of each surveillance visit the assigned assessor performs a "continual reassessment"
site visit. That is, each and every surveillance visit includes reviewing changes to the
management system and manual; scope of accreditation and the management system
documentation for the elements assessed. During the reassessment cycle, management
system documentation shall be continually assessed during assessment visits. Evidence of
review is according to this document section 10.1.

Review of reassessments and all the periodic reassessment site visits is according to this
document section 10.1. This review shall ensure that the following was accomplished:

• verify the overall continuing effectiveness of the customer's operational system in its
entirety

• ensure the effective inter-action between all the elements of the system
• ensure the overall effectiveness of the system in its entirety in the light of changes in

operation
• review of any results, schedule and status from proficiency testing, as applicable
• ensure the organization's demonstrated commitment to maintain the effectiveness of

the system
• ensure the technical eompelcncy of the organization
• witness scope of accreditation

For reassessment and surveillance visits, the assessment team will include in their report the
recommendation for continued accreditation or suspension of accreditation pending
corrective aetions.l~ In instances where a recommendation is made for suspension pending
corrective actions, the customer has 30 days to respond with acceptable corrective actions or
immediate suspension may occur. ACLASS will make decisions to suspend and/or withdraw
accreditation, including immediate suspension arid/or withdrawal, when an accredited
organization has persistently failed to meet requirements of accreditation or failed to abide by
the ACLASS rules for accreditation."

Our accreditation cycle is typically a two year reassessment timeframe. ACLASS establishes
surveillance and reassessment plans based on an organization's proven stability and
competence. Il

I' In instances when customers receive a recommendation for "suspension of accreditation pending corrective
actions, .. cusoomers will have 30 days to submit corrective aClion plans. Upon submis..ion ofcorrecriw octions,
ACLASS will review the plans according to our normal procedure and the customer may remoin in IlOOd
standing.
loll Recommendation for suspension of accreditation pending corrective Detion occurs when one or mon: major
non-conformities are issued and/or the assc."isment team has significant doubts about the competence of the
organization.
l~ Proven stability and competence could include currenl and Dclive Dccreditation OrB cuslomer accredited by an
ILAC MRA ,ignatory. Basi, for the decision to extend or reduce the reassessment cycle limeframe may be as a
result oflhe consideralion of: compliDnce with an BddilionallSO slandard(s); performance in PT/ILC octi\'ity;
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15.0 ACCREDITATION RECORDS

The Senior Accreditation Manager. Progl'llm Manager{s) and/or ACLASS Headquarters are
responsible for the review/content, distribution, and retention/maintenance of all
aeeredilatiol1 records. Accreditation records consist oflbut arc not limited to) application
fonns. assessment reports. correction action files, and reports relating to granting,
maintaining. extending, suspending or withdl'llwing accreditation. ACLASS shall make
available to its customers all the reports and forms required by this procedure through a
secure portal of the ACLASS website. ACLASS and the customer have sole and only
access.

The initial customer accreditation record/package maintained by ACLASS will consist of the
following accreditation documents (as a minimum):

• application
• document review report
• planning visit report (if applicable)
• accreditation report
• proficiency testing summary report, as applicable
• copy ofcertificate and scope of accreditation

After each subsequent surveillance or reassessmeal, the decision to determine whether
continued (extending) accreditation is merited and approved is according to this document
section 10.1. Subsequent surveillance or reassessment reports will become a permanent part
of the customer accreditation record, as will any subsequent changes to the customer scope of
accreditation.

ACLASS shall maintain all accreditation records in its offices WId in electronic format, when
available. under the supervision of the Vice President. Accreditation records will be
accessible only to the ACLASS management, staff, or other personnel designated by the
Senior Accreditation Manager(s) and/or the Vice President who needs access in the
performance of theiI duties. This restricted access is to ensure the confidentiality ofany
information obtained relating to applications, assessment and accreditation of ACLASS
customers. ACLASS will not releasc confidential information about a customer to any other
entity without either customer consent or legal mandate.

16.0 WITHDRAW. WITHHOLD, SUSPEND, OR REDUCE ACCREDITATION

An organization may be suspended as a result of a relocation of their organization. personnel
changes, ownership changes. etc.• that may cause the organization to not meet the ACLASS
requirements for accreditation.

effectiveness of corrective action acti,'ity: effective internal audits and management reviews; effective training
of per>onnel.
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Upon thc rccommendation of the assessor and agreement of the Program Manager(s), and/or
Senior Accreditation Managclis). ACLASS may withdraw, withhold and/or suspend a
ccrtificate if onc or more major non-conformanccs arc discovcred during a survcillancc
and/or reassessment visit in accordancc with this documcnt and cach respcctivc ACLASS
document for caeh applicable conformity assessment program, In particular, if any major
non-conformance causes the assessor to have any material doubt about the performance of
the operations of the eustomcr, ACLASS upon the reeommcndation of thc aSSCssor may
withdraw. withhold, and/or suspcnd thc customcr's accreditation until final dctcrmination is
madc by thc Program Managelis) and/or the Scnior Accreditation Manager(s).

If the ACLASS symbol is misused in any manncr. ACLASS may withdraw. withhold. and/or
suspcnd the customer's accreditation in accordancc with thc ACLASS rcquiremC1lts including
thc rcsponsibilitics and obligations of the customer found in each respective application for
accreditation. lc

•

ACLASS may withdraw. withhold, and/or suspcnd thc customcr's accreditation ifpaymcnt
hll5 not been made for services ACLASS has performed in llccordance with ACLASS
requiremcnts.

ACLASS may withdraw, withhold. and/or suspcnd thc customer's accreditation if an
accredited customer persistently fails to meet ACLASS requirements.

An ACLASS accreditcd customcr may ask for a suspmsion and/or withdrawal of their
accreditation in aecordancc with ACLASS requiremcAts.

ACLASS may reduce a customer's scope of accreditation for those parts of the scope of
accreditation whcre thc customcr fIlgularly fails to meet ACLASS requirements for
accreditation, including competence in accordance with ACLASS requiremcnts.

An ACLASS accredited customer may ask for a reduction in their scope of accreditation at
any timc in accordance with ACLASS requirements.

All customers that have their accreditation suspended, reduced, and/or withdrawn, shall
discontinue use of the ACLASS symbol upon written notification and in accordance with
ACLASS requirements. Upon suspension or withdrawal, customers must remove any use of
the ACLASS symbol and refcrence to their certificate and scope ofaccreditation within 30
days from notification. A customcr whose scope of accreditation has been reduced must
immedill1cly eeasc the use of the ACLASS symbol for the affected capabilities."

.. This also include, improper use of lite ILAC mark. according lhe sublicense agreement
17 This ab;o includes the use of the ILAC mark. pursuant to the sublicense agreement
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