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It’s an accredited calibration so it
must be correct, right?

“It is obvious we are not the right
lab for you. We make too many
human mistakes and I do not have
the staff with the competency your
account deserves.”

This is a quote from an accredited laboratory’s
quality manager as a response to a complaint
regarding service provided.
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Presenter
Presentation Notes
The key point:  Is the calibration fit for purpose?  Although you are not assessing the laboratory that created the report, you need to make sure the laboratory did.  Did the lab miss an obvious mistake?  Does the report provide the needed information.  If a compliance statement of “pass” is made, is the probability that it is correct high?

In the above case, the concern was the calibration ratio of past calibrations from this vendor were higher than 4:1.  This year it was 0.4:1!  Big difference !!
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Annex B’s 5 Possibilities
e A National Metrology ¢ A CIPM MRA

Institute Member

e Internal Calibration e Must follow HB 150

e An Accredited e An ILAC MRA
Laboratory Member

e Non-Accredited e Accredited lab not
Laboratory available

e Consensus Standard ¢ All parties agree
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Presentation Notes
Key Points

The parameter calibrated by the NMI must be listed in the Key Comparison Database (KCDB)  Link is http://kcdb.bipm.org/

If an internal calibration is done, it must meet the requirements of NIST Handbook 150.  In other words, the calibration is assessed as they were being accredited to perform this calibration.  If you are test assessor and have any questions of how to do this, contact your program manager.  They will arrange for someone in NVLAP’s calibration program to assist you.

The lab must be a lab recognized by NVLAP as being signatory to the International Laboratory Accreditation Cooperative (ILAC) Multilateral Recognition Arrangement (MRA)  The link to the brochure format of signatories is https://www.ilac.org/documents/Signatories_to_the_ILAC_Arrangement.pdf

The key point is the lab must document that an accredited lab is not available.  This means if the calibration is available through an accredited laboratory, the lab must use that path for traceability.  During the assessor training, this was a point that had questions or concerns.  The questions and concerns and the NVLAP response to them are below:

The lab has been allowed to use a non-accredited lab in the past.  In that case, there may have been no accredited supplier in the past or it was just not noted the last assessment.  If an accredited calibration is available, it is a non-conformance now.  If the lab has a concern over this, they can talk to their PM.

It was noted that in some complex types of calibrations, accredited labs may not fulfill the needs of the testing community and/or some non-accredited sources do.  This is the politically correct way of stating that some felt accredited labs were doing the calibrations incorrectly.  If this is a NVLAP lab, we want to know immediately.  If it is another AB, you should let them know immediately.  If not addressed, then seek advice from NVLAP.  

Some items, such as hardness blocks, do not have metrological traceability to the SI.  In this case, typically  there is typically some agreement on what is the standards.  Standard Reference Materials (SRM) may fall under this category.
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ILAC U.S. Calibration ABs

e NVLAP — Symbol not required
o A2LA - Symbol is required

e L-A-B — Symbol is required

e ACLASS - Symbol not required
e IAS — Symbol is required

e PJLA — Symbol not required
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Presentation Notes
This slide caused allot of confusion at first during the training.  ILAC P8 states that use of the accreditation body’s symbol is voluntary and ABs should encourage its use. If not used, then identification of whether the calibration is accredited has to be found within the certificate.  It is common for many third party calibration labs to provide an accredited and not accredited calibration for the same instrument or parameter.  This has caused confusion in many cases.  Some ABs have reacted to this by making it a requirement to use the symbol if the calibration is accredited.  This slide is provided as an aid to know which ABs do and do not require the symbol. 
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Does an accredited calibration require an
uncertainty and/or data be provided?

NO

A compliance statement to a
specification may be made in lieu of
this information

As long as the device is not being
used to further metrological

traceability. In other words, not to
calibrate another device. (ILAC P14)
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Oddly, the answer surprised some people.  ISO/IEC 17025 has always allowed for this, see 5.10.4.1 b and 5.10.4.2.  ILAC P14 has added a further requirement that the device not be used to further traceability.  What this all means to you, the assessor, is covered in the following slides.
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Is the calibration fit for purpose?

* Does the lab have the information they
need to use the device?

e Was the unit in tolerance?
= What did the lab do if it was not?

e Does the lab know the suppliers
acceptance criteria?

= Was the criteria followed?
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Presentation Notes
The question of what the lab needs to know and how the instrument is used are the key points.  A lab may only need to know whether the device meets a certain specification.  If a lab does not use the data provided to make correction, do they really need to have it?  If the uncertainty is not being used as an input to an uncertainty analysis, is it needed?  A test lab may choose not to request this information if they are not furthering metrological traceability.

With that being said, what does occur when the lab requests and gets a calibration with no data, no uncertainty, and has a statement “This device meets manufacture’s specifications” or meets some standard’s class tolerance?  

Is the lab reviewing the pass/fail information provided.  Are they reacting to it?  Have they engaged procedures associated with section 4.9 as this now may have caused non-conforming work?

The lab should know what the calibration provider’s policy is in making that determination.  It is very important to note that ISO/IEC 17025 is not specific in this area.  The exact words are “When statements of compliance are made, the uncertainty of measurement shall be taken into account”  This gives no direct guidance of how it is done.  It is possible that the calibration lab is meeting the requirements of accreditation and provided a compliance statement that has a 50 % false accept probability.  As experts in your testing fields, be aware of this and see that the calibration is “fit for purpose”.  Remember, you are not assessing the calibration provider, you are assessing whether the lab purchased what was needed to do a valid test.  5.5.2 requires equipment to comply with relevant specifications.  If the lab cannot explain how they are aware their equipment meets relevant specifications, then they have not provided evidence of meeting this requirement.  Some examples of what should be seen or not be seen will be given.
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Certificate Review Exercise

Disclaimer

The following material was extracted from the internet. The
intended purpose is instructional aides to review of
calibration certificates discussions. In many cases, the
laboratories and/or customers involved have been redacted.
Whereas the laboratory is known, NVLAP is not endorsing
the laboratory.

This material is intended to be discussed only at this session
and not be taken with you.
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Presentation Notes
Please note that the material presented may be found by scrolling through images found by searching the term “sample calibration certificates”

Unfortunately this exercise may not be done remotely.  We will go over some points noted during the sessions:

When a lab makes a compliance statement, what are some of the best practices:
Test Accuracy Ratios (TAR) or Test Uncertainty Ratios at or above 4 to 1 may be acceptable in many applications
A false accept probability being given that is less than an agreed amount.  Labs that are compliant to ANSI/NCSLI Z540.3 have a requirement of less than 2 % if possible.
Providing guidance on how the decision was made or some explanation.  It should be noted that a review of the data, the tolerance, and the uncertainty comes up with several possibilities as explained in ILAC G8 at this link: https://www.ilac.org/documents/ILAC_G8_03_2009.pdf
What are some of the not so best practices
A compliance statement of pass when the uncertainty of the calibration is larger than or close to the tolerance.  It can happen!  The accredited lab may have some language regarding “shared risk” in their certificate verbiage, but does the lab you are assessing know this?
Not doing any analysis of receiving a less than 4:1 TUR.  A common practice is for a calibration lab to state they meet a 4 to 1 TUR unless otherwise indicated.  If the test lab requests a 4:1 TUR and then is told another TUR, they should do something with that information.
Receiving an accredited calibration with no compliance statement and not performing any analysis on the provided data and uncertainty.
What a lab should do with their certificate:
Review to see if they got the calibration requested.  Is it accredited? Do they have the information they need?
Any ambiguous information that is being applied incorrectly?  If the lab is using the “Error” or “Correction” data, see if it is being applied correctly.  The polarity may be opposite of how the lab is using it. (This was noted on one of the samples during the presentation)
Was the unit out of tolerance?  Any impact?  Is this the only time it was out?  Should the units calibration interval be changed?
The lab shall have a procedure where calibrations give rise to a set of correction factors to ensure software is updated (5.5.11).  Is the data being transferred to software as per procedure?  Do they have a procedure?  Example:  Many transducers convert a physical phenomena to an electrical equivalent with some form of correction ratio such as so many millivolts per Pascal.  This value may be used in a program or spreadsheet to determine pressure from the voltage reading.
In the above example, the calibration lab may only be providing the correction factor and uncertainty.  Does the test lab consider how much this value has changed from calibration to calibration?  Is it impacting their test results?

If you have any calibration related questions, please ask your program’s PM to put you in touch with the NVLAP calibration program staff.
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