ff) LSD&FC | Non-Conformities and Corrective Actions

Purpose

The purpose of this procedure is to identify, track, investigate and correct
nonconformities within the Biology/DNA Division at LSD&FC. This procedure provides
instructions and assigns responsibilities for initiating, requesting, implementing, and

verifying the effectiveness of corrective actions. %
Scope C)

This SOP applies to all technical personnel at LSD&FC. s O

Guidelines & Requirements ~O

N\ )
« ISO/IEC 17025: 2017 (E) Standards

e R104 - A2LA General Requirements - ISO/IEC 17025:2017 Accreditation of Field
Testing and Field Calibration Laboratories

e P113- A2LA Policy on Measurement Traceability for Life Sciences Testing and
Forensic Conformity Assessment Bodies (CABs)

e P102a - A2LA Policy on Metrological Traceability for Life Sciences Testing and
Forensic Conformity Assessment Bodies for all Calibrations and Verifications of
Measurement and Test Equipment

e AABB’s Guidelines “Guidance for Standards for Relationship Testing
Laboratories”, 12th Edition.

Reogem@@éﬁenols/Equmem

Correctiw QQ Report (Form QAC 008))
Corrective on Report Log (Form QAC 010)

Incident Report (Form QAC 024)
Contamination Event Report (Form QAC 026)
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Procedure

Nonconformity

1. Nonconformity is defined as a deviation from a standard, specification or an
implied requirement of the Quality Management System. The deviatiagnay occur
in training/competency, processing, analysis or in reporting. %

2. Deviations may occur with the following: reagent(s), equi @
laboratory results, staff work performance or a complairqlfyb

agency. \}

3. Should LSD&FC experience a nonconformance the E @t on the quality of the
val

cedure(s),
m a submitting

work product and/or the integrity of the evidence™will=be determined.

4, The significance of the nonconformance will beé ted when determining the

course of the corrective action.
5. Non-conforming Work is classified as: Q
/
Level I (Critical) - This type of non-conforming work compromises the work
product or the overall quality of @poratory work product. These are non-
conformities that are generally: @
e Unexpected
e Requireani @r o determine the root cause
. Requir% ement involvement
[ ]

Raise imniediate concern and may affect the overall quality of the
@ry work product

1
. %ires a Corrective Action Report

vel I non-conformities: missed identifications, false negatives or
ies in proficiency test results, erroneous identifications, systemic
guality ssues.

Level II (Major) - This type of non-conforming work does not compromise the
overall quality of the work and generally:

e [sdiscovered prior to case completion
e [sforeseeable
e Has a clear-cut immediate cause
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e Has a defined remedial action, which shall be adequately
documented by a simple entry on the examination documentation,
or noted in the administrative or technical review form.

e May be corrected on the spot by the individual who discovers it or
by the original examiner when administrative or technical review
is returned.

e May be documented on an incident report or a contamination event

report, as applicable.
e May require a Corrective Action Report. Q.Q

Examples of level Il non-conformities: administrative eraglscription error,
failure in a quality control check. Q

Note: a reoccurring level II non-conformity may. escalate to a level I non-

conformity. O

Level III (Minor) - This type of non-conforming@does not compromise the overall
quality of the work and generally: 4

Can be easily diated and documented.
immediately by the individual who discovered it.
umented on an incident report or a contamination event

Can be

e o o o o
(@)

N

How to Address a Non-conformity

The LSD&FC staff member who identifies a potential non-conformity will
immediately inform the Section Director and/or Technical leader. The Section
Director and/or Technical leader may select option 1 or option 2 listed below for
further action.
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Option 1: direct the staff member to do the following:

a) For administrative errors or transcription errors, the staff member will
document the non-conforming work in the case file and provide the case file to the
Section Director and/or technical leader for review.

b) For technical non-conforming work, the staff member will fill out an
incident report form and forward it to the Technical leader for revi
will then be forwarded to the Quality Manager to determine if a

is needed. ()

c) For contamination issues, the contamination E &1; Report Form will be
filled out and forwarded to the technical leader for evé]@on. This form will then

ctive action

be forwarded to the Quality Manager to determine if.a cOrrective action is needed.

Option 2: O

Report the non-conformity to the Quality er if it is suspected that the non-
conformity would affect any further work performed by the DNA/Biology Section
and requires immediate evaluation by.the Quality Manager.

>

Corrective Action A‘Q
VY

1. Corrective action is d‘egéd as an action that is taken to eliminate the cause(s) of
a detected no mity, defect or other undesirable situation in order to

prevent reocc§ ce.
2. Corre ons are administered by the Quality Manager.

3. The fo ing procedure applies to all corrective actions:
¢ The Quality Manager initiates the corrective action by assigning a CAR
number.

e The CAR shall follow numbering scheme: CAR-YYYY-# where the first 4
digits indicate the year followed by the next available sequential number.

e The Quality Manager will assign an individual or an inquiry team to
investigate the non-conformity.
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4, Upon completion of the root-cause analysis of the non-conformity, a corrective
action plan shall be developed by the investigator or the inquify~team and
provided to the Quality Manager within 30 days. In the event th eam would
need more time, an extension maybe granted by the Quality(Manager’

5. Once a corrective action plan is accepted by the Qualit&nagen section of 4 of
the CAR shall be completed an implementation date’s d

6. After completion of the corrective action, the Quality Manager shall evaluate the
success of the plan and complete Section AR.

7. The short-term effectiveness of the corrective action shall be evaluated by the
Quality Manager and Section 7 of th@( shall be completed.

8. If there is objective evidence t@ he actions are complete and effective, the
Quality Manager shall close e CAR by signing and dating Section 9 of the CAR.

9. If the Quality Mana % ermines that the Corrective Action Plan has not
adequately addregsed non-conformity, then sections 3 through 8 of the CAR
shall be repeat

10. If a staff r is removed from casework or if casework in a particular

e’has been suspended as a result of a CAR, then casework in that area
kK by the staff member shall not be allowed to resume until released by
Quality Manager and/or Technical Leader.

11.  Data from the CAR will be used to populate the Corrective Action Report Log. This
log will be used to track effectiveness of the corrective actions as well as trends.

12.  The Quality Manager shall maintain all original documentation of incident reports,
contamination event reports and corrective actions for a period of five years or a
full accreditation cycle.
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13.  All of the aforementioned documents shall be part of the annual internal audit.

The Invesfigation & Root Cause Analysis Process

1. Root cause investigation determines the factor(s) which may ha@ibuted to
the nonconformity.

2. A deficiency that results in a nonconformity must be c cted to prevent
reoccurrence of the same or similar nonconformity.

3. Root cause analysis may be difficult to define and m Qe carefully analyzed to
determine the source of the deviation.

4. Potential causes may include but is not limited t@‘-e following:

Customer requirement(s)

Forensic sample(s)

Incomplete or noncomplianc¢e with procedure(s)
Staff member(s),

Training &
Work load Q)&
Equipment fa@
calibrati
Improo%)‘&?’ection
Imptoper storage

r handling
lation error
nscription Errors
esources
ot cause is determined a recommended course of corrective action will
cheduled to correct the problem.
6. If neeéssary, any follow-up activities will be scheduled

5. Onc

@Brw-r-wmww
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Types of Errors

Administrative Error

Any significant discrepancy in a forensic case that is determined to be the result
of an administrative error such as clerical, documentation may be corrected as

follows:
If the clerical error was found to be present on a report that has .%s ed to the
client an amended report will be issued with the corrections npted in italicized

font.

Minor documentation errors found on casework f rn@ worksheets will be
corrected, crossed out initialed and dated.

Documentation errors that result in samples to be processed improperly should
be further investigated to determine if the q@ity of the work product was
compromised.

Systemic Error 7

)
Any significant discrepancy in Q;Se(nsic case sample which is determined to be
the result of a systemic e@uch as defects with equipment, supplies and
materials or environ IIS{ casework completed since the last satisfactory
proficiency will be re@e
h

Once the source pf the error has been determined and corrected, all forensic
personnel will aware of the issue and the corrective action that was taken

so that the Eirg es not occur again.
’\ );echnicol Error
Y

Any significant discrepancy in a Biology/DNA case sample that is determined to
be due to incorrect processing, incorrect analysis or interpretation
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Non-Conformities and Corrective Actions

Introduction of Exogenous DNA

1. If exogenous DNA has been detected, the laboratory will attempt to determine the
source of the DNA.
2. A Contamination Event Report shall be completed.

Retraining QGQ?

1. If it is determined that there was a technical error in th&gcessing of a case, the
analyst who performed the error may need to be re in the area related to
where the error occurred. Once it has been ‘detérmined that the analyst
understands the nature of the error, has corrected the problem and re-training

has been satisfactorily completed the an e discretion of the Technical
Leader/Director and the Center Director e allowed to resume analysis of
casework specimens. /7

&
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