Quality Variance Incident

Tracking# 17174
Incldent Date: 08/30/2017 Case Numbers:
Type: Corrective Action Request Labs: BTP
QV Submitted: 11/18/2017 Funectional Area:
Submitter: Maier, Bruce Substantive: Yes
Phase: Gomplete Immediate Action Taken: Invesiigation Needed

Incident and Circumstances:
On August 30, 2017, a BAC Techniclan was presented an evidentiary complete breath document from Draeger instrument
ARHC-000€ In preparation for a Irial, The documant showed the instrument allowed the start of the breath test before the
completion of the required 15 minute observation peried. BTP management and all primaty technicians were nofifled of the issue
as well as the manufacture, Draeger Safely Diagnostics inc.

Draeger Safety Diagnostics inc. began troubleshooting the issue and couid not replicate the observation time issue,

On November 11, 2017, the original technician reported two other Dragger instruments that produced complete breath test
documents that showed braath tests allowed before the end of the 15 minute observation periods. The technician reported the
arrasting trooper (operating officer) told him on one of the instances he entered the observafion time that matched the currant time
displayed on the instrument, expecting the countdown timer to be displayad. The instrument allowed data entry to continue as if the
15 minute observation time had elapsed. The Trooper stopped the {est and re-entered thae cbsarvation start fime, row different than
the time displayed on the Instrument and the countdown timer appeared with the correct fime remaining.

What Palicy, Progedures or Requirement is in question:

RCW 46.61.508

Noted in Report? NA
Jmmediate Actions Taken:
On Aug 30, 2017, BTP managemaent, all primary BAC technicians, and the manufacture, Dreger Safety Diagnostics Inc. were

notified. Archived breath tes! files from the breath test in questioned wers sent to Drager to assist them in their evaluation of the
problem, -

Drager Safety Diagnostics Inc, began froublashoofing the issue and could not replicate the chservation time issue and had no
answer lo explain the observation tima issue.

On Nov 8, 2017, Dreger Safaty Diagnastics Inc. notified of the finding by the technician, They were able to duplicate the described
sequence from the arresting frooper operator. Dreger will make a softwars fix to correct the observaiion timer problem. The fix will
likely be in a new sotiware update for several other funstionality changes requested by WSP.

On Nov 185, 2017, BTP searched the breath test data base and compiled a list of 86 complete breath toats that were allowed priar to
completion of the required 15 minute observation period. Natification lefters will be sentio all prosscutorial jurisdictions with
vhservation time affected breath tests,

On Nov 16, 2017, all BAG technicians notified to immedlately post signs at each Drager instrument [ocation reminding operators fo
ensure the completion of the 15 minute obseruation period prior to the first breath test and @ wamlag of the possibility of the
instrument to accept all data and a breath test prior to completion of the 16 minutes.

Praventative Action:

All BAC technicians will be notified to instruct! operators during refresher and transition tralning of the discovered flaw
witth the obsetvation timer and to be aware of it unill Draeger completes the software fix and ali instruments are

updated with it..
Detail;:



[] A Technical procedure error

D B Feiled to follow procedure
dc Sample incorraetly prepared
D D Methad not clearly defined or misinterpretad

D E Reporting eror: complete and acurate information not provided in report
[:'] F Misinterpretation of data or incorrest conelusion

[[1 G Documentation errors

(X] H Eguipment ar software malfunctions

11 Missed or failed cafibration/quality check

E] J  Administrative Procedural error

[[] K Evidence Handling/Security errors

D L. Evidence compromisad: contamination or lose

[Jm  Typographical or grammatical errors

Root Causes:
Root Gause: BAG operalors niot paying attention to the required 15 minute observation period
Description:
The Draeger 95140 breath test instruments can allow the start of a breath test bafore complation of the required 15
minute abservation pariod. ‘

Corrective Actions: :
Addresses: BAC operators not paying attention ta the required 15 minute observaiion peried
Corrective Action: Dua:  (6/30/2018 Status:  Complete

Draeger Inc. is currently working on & software fix to not allow the instruments 1o accept a breath test befors completion of the
15 minute ohservalion period and start the countdewn clock displayed to the operators if an observation time Is entered that is
not in the fufure or more than 18 minutes prior to the entry.

Preventafive Action:
All BTP Technicians have posted signs at alf Draeger instrument fied locations to remind operators to ensure comp

People:

Assignments;
CAP Supervisor . Maler, Bruce
Lab Manager BTP Sharpe, Robert
Corrective Action Plan Maler, Bruce
Root Gause Analysis Maler, Bruca
Approvals:
SAS Review Neilson, Erik R 1111712017

CAP Review Neilson, Erk R 11/30/2047

CAP Result Review Nellson, Erik R 02/07/2018
Approval Commaent Log:



21772018 7:10:35 AM ensi225
CAP Review Approved by, Neilgon, Erik R

1148012017 10:39:46 AM enei225

CAP Review Approved by. Neilson, Erik R

11/17/2017 6:36.02 AM enei22b
Qv/Nonconformance Entry Review Approved by: Neilson, Frik R’
41/16/2017 5:40.00 PM AR_ESCALATOR
Returned to Awaiting Approval

11716/2017 2:56:51 AM enei225

QV/Neonconformance Enfry Reviewed by; Netlson, Erik R
The ultimate solution requiers a software madification from Oraeger, which, when completed wil close this issue. In
the meantime, the technicians have been alerted and are alerting the fleld operators.

Attachments (see Attachments tab for documents):

initial Letter

Initiaf Letter

Initial Letter

Foliow-up Letter

Adams County nofification letter & enclosure
Bellingham notificaion letter & enclosure

Benton County nofification letter & enclosure
Buriington notification letier & enclosure

East wenatchee nofification letter & enclosure
Edmends notification letter & enclosure
Ellensburg notification leiter & enclosure
Ephrata Dist. Court notification letter & enclosure
Everett notification letter & enclosure

Ferry Couny nofification ietter & enclosure
Kennawick notification letter & enclosure
Longview nofification letter & enclosure
Lyrinwood notification letter & enclosure
Marysville notification letter & enclosure

Mount Vernon naotification letter & enclosure
Mountlake Terrace nofification letter & enclosure
Pasco notification letter & enclosure

San Juan County noptification lefter & enclosure
Skaglt Couniy - Brown notification letter & enclosure
Skagit County - Ryan notification fetter & enclosure
Snohomish County nofification letter & enclosure
Spokane notification letter & enclosure

Stevens County notification letter & enclosure
Toppenish notification letter & enclosure
Whateom County nofification letter

Whitman County nofification letter & enclosure
Yakima notification letter & enclosure

Yakima County notification ietter & enciosure
Corractive Action Report

ASCLD:
11Me2017 Initial Letter
1172017 Response from ASCLD No
14712017 Initial Lettar
11/01/2017 Foliow-up Letier

02/07/2018 Coreective Action Report



