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Subject: [External_Sender] Re: Blind question
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Thanks Paul!!

Sent from my iPhone

On Sep 17, 2015, at 11:42 AM, Harris, Paul <Paul.Harris@nrc.gov> wrote:

If I understand the question correctly... and not to weigh in on audit findings or
NRC inspection items, but...

The intent of blind performance testing to is ascertain whether the results from
the lab are what are expected (positive, negative, dilute, adulterated,
substituted, and valid); the intent is not to precisely assess quantitative results.

Note that by the NLCP, laboratories must have objective criteria for evaluating
the results of QC samples. And the results must be within the laboratory’s
established acceptance range based on the sample’s theoretical value or the
supplier’s stated value.

For qualitative assays including specimen validity tests (e.g., creatinine) and
confirmatory drug tests, laboratories generally use a + 20% acceptance range
for batch QC samples. However, laboratories must use more stringent
gualitative criteria for calibrator verification, such as +10 % from the theoretical
or supplies stated value. And for some laboratory processes, a + 50% range
may be established. For the question below, laboratories may use a + 20%
acceptance range for control verification. In other words, the verified
concentration (e.g., the working mean) must be within 20% of the target value,
not at the target value. These acceptance ranges (e.g., + 20%) are not and
never to be applied to the initial and confirmatory cutoffs in Part 26 and
Federal workplace drug testing.

| hope this answers your question. Also, | thought others might have the same
guestion, so | increased the scope of this email. | hope that is ok.

And the million dollar question is... who really believes that 26.168(g)(3) is
doing what it is saying its doing? | sure don’t. This will be fixed in Tech Issues
rulemaking.

Please call or email if there is concern regarding this email.

R,
Paul

From: Emery-Howe, Tina M [mailto:temeryh@entergy.com]
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» Fitness for Duty » 10 CFR 26 Implementation » Blind Specimen ...
Blind Specimen Acceptablilty

11/17/2014 11:58:12 AM

Fhecah ‘Specimen Acceptablilty =5

2 posts Quote Reply
Our QA team went to ElSohly laboratory last week in support of the NEI audit. The following question was raised: Looking at 10 CFR 26.168(h)
(3) If your manufacture sends you  positive cocaine blind specimen at 131% of the cutoff, 393ng.mL (acceptable by regulation) and your HHS
aboratory report it a5 postive for Cocaine at 120% or 387 ng/mL would you reject that specimen and discard the samples from that lot and not
use any further samples from that lot? These results would certainly fal witin normal standard deviation protocol and T am struggling with this
issue. Your input would be appreciated.

12/8/2014 9:37:34 AM
Eonictsen
3 posts Quote | Reply

12/8/14 - The lot is acceptable, as long s the test results by the provider and the testing lab are within appropriate/expected range and the
‘specimen is not past its expiration date... In my discussions with Lab Directors, Responsible Persons, and ofhers involved with the National Lab.
Certification Process that there is an acceptable deviation of +/- 20%. This eviation is allowable because of various acceptable test methods,
associated reagents, efc. 35 long as the resuls are certified and the labs/faclities are HHS-certified. long story short - we accept HHS-certiied
Iab audits and this is part of their audit scope.

In the scenario you describe, the difference between 387 ng/mi by one HHS-certified Iab and the 393 ng/ml from the provider, also an HHS-
certified lab, s 6ng/ml. This s defintely within the 20% range (+/- 39) for the substance being tested.

“This has been a question asked by many since 2009, The overall certiied resuits (positive; substituted; dilute; etc) must be the same, not the.
laboratory quantitative results. Our concer shouid be when the blind s certified for one thing and when we submit that biind for testing, the
results do not agree.

Please fesl free to contact me if you have any questions. John Nislsen, INPO, 770-644-8808 or nielssnja@inpo.org
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Sent: Thursday, September 17, 2015 8:21 AM
To: Harris, Paul <Paul.Harris@nrc.gov>
Subject: [External_Sender] RE: Blind question

Do you agree with this?
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From: Harris, Paul [mailto:Paul.Harris@nrc.gov]
Sent: Thursday, September 17, 2015 7:57 AM

To: Emery-Howe, Tina M
Subject: RE: Blind question

Hi Tina,

Yes, because that is the purpose the blind testing program, 26.168. But
perhaps | do not understand your question??

Paul

From: Emery-Howe, Tina M [mailto:temeryh@entergy.com]
Sent: Wednesday, September 16, 2015 2:41 PM

To: Harris, Paul <Paul.Harris@nrc.gov>
Subject: [External_Sender] Blind question

Paul —

When you purchase blinds they provide certification on the specimens with the
gualitative amounts do you need to look at this to ensure it’s still within the range
when the results come back from the lab?

Thanks,

Tina Bmery-Howe
Entergy/Vermont Yankee
Supervisor Access/FFD/Medical
(office) 802-258-5804

(cell) 802-490-9410

(pager) 802-742-9372

(fax) 802-258-5807
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