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Introduction: General Laboratory Information

Name of Laboratory: Scientific Crime Detection Laboratory (abbreviated as AK SCDL)
State of Alaska (SOA), Department of Public Safety (DPS)
Approximate population size served: 700,000 (2009)
Does not currently use a contract laboratory.
Performs technical review of data from casework submitted by SOA Law %gencies
to contract/vendor laboratories for potential entry and search in CODIS.

NDIS patrticipant

Technologies used: STRs

Number of staff: b
DNA analysts: seven

DNA trainees: 3 x

DNA Technicians: 1

Laboratory support personnel: 1 (parale

DNA Technical Manager: On-site —
CODIS Administrator (Casework D :On-site — 1

Last audit conducted on:
Internal Annual — 12-1 er 2011

External Annual

Audit documenfit discussi@n used:
2011 In an udit: Revision effective 1 September 2011

2018 ExteMgal annual audit: Revision effective 1 July 2009

Exp available for use (platform AB3130xl — PP16 — 32 cycles amplification)

Database laboratory does not routinely process casework known reference samples.
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Goals and Objectives:

Reference: AK SCDL Laboratory Quality Assurance Manual.
Chapter 1: Scope

References:

(1) Standard 1 — FBI Quality Assurance Standards (QAS) document for forensi testifg
and DNA databasing laboratories, version effective 01 September 2011. AKSC NA QA
manual is based on the above FBI QAS document and the reader is advis % er 1o the
above-mentioned FBI document for detailed discussion and interprejfitiof orthgguality

standards and their sub-categories.
(2) AK SCDL Laboratory Quality Assurance Manual for qualig#® standgrds that are applicable to
all disciplines/sections of the crime laboratory.

(3) AK SCDL Laboratory Safety Manual for documentatiorgof a vironmental health and

safety program.

(4) DNA Standard Operating Procedures manual for infQ@fhation pertaining to analytical
procedures / work instructions for the sp gents and instruments for DNA analysis and
data interpretation.

(5) DNA Section Training MGA%
jondor event that leads to an inaccurate conclusion in a DNA report

Chapter 2: Definitio

An error is defined

documented i ction reports (CARS)
and
Re nces

Stan 2 = FBI Quality Assurance Standards (QAS) documents for forensic DNA testing and
DNA d@tabasing laboratories, versions effective 01 September 2011.
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Chapter 3: Quality Assurance Program

The laboratory has an established and maintained documented quality system that is
appropriate to the testing activities. The quality system is at least equivalent to and/or more
stringent than what is required by FBI Quality Assurance Standards (QAS) document
forensic DNA testing and DNA databasing laboratories, version effective 01 Septem@er 2011.

The quality system of the laboratory is documented in manuals that include an refer
the following elements as listed in the contents page of this quality assuranggymanual

Goals and objectives, organization and management, personnel, facili
control, validation, analytical procedures, equipment calibration and4nai
documentation/reports, review, proficiency testing, corrective actiog, audi
outsourcing.

The laboratory maintains and follows procedures (pleas boratory Quality
Assurance manual) regarding document retention which agdr policies regarding
proficiency tests, analytical results, sample receipt 8Rd proGessing records, sample retention,
corrective actions, audits, training records, continuing'®gucation, case files and court testimony
monitoring.

D

direction and documented a
the quality manual contaig§the
completed. This annua
operating procedur
annual review i

address proce@ures for

echnical manager. A checklist maintained along with
ures of the analysts and the date the annual review was
includes the quality manual, training manual, and standard
ase see Chapter 9: Analytical Procedures). A checklist for this
ith each relevant manual in order to document the review and
dating the manual(s).
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Chapter 4: Organization and Management

The laboratory has a managerial staff with the authority and resources needed to discharge its
duties and meet the requirements of the FBI Quality Assurance Standards (QAS) document for
forensic DNA testing and DNA databasing laboratories, version effective 01 Septembgig011.
The laboratory has an on-site technical manager who is accountable for the technic@l op&rations
and an on-site CODIS administrator (database and casework) who is accountabje for C
operations at the laboratory. In accordance with Appendix B of the FBI Quality an
Standards document, a DNA analyst who meets the educational qualificati@Sgnd

experience to fulfill the duties of DNA technical manager has been identifi event that
position is vacated by the current technical manager. The laboratoryfmegts t guirements of
having at least two full time employees who are qualified DNA andlysts. Docgmentation that
specifies the responsibility, authority, and interrelation of all pgrsonRel w anage perform
and/or verify work affecting the validity of DNA analysis is m@intainedh The Laboratory Quality
Assurance manual contains information pertaining to thelab organizational chart.

The DNA Quality Assurance Manual supplements the Lab®katory Quality Assurance Manual.
Please refer to the Laboratory QA Manual for over SCWBL organization and management.
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Chapter 5: Personnel

Laboratory personnel have the education, training and experience commensurate with the
examination and testimony provided. The laboratory quality manual maintains written job

descriptions for all personnel to include responsibilities, duties and skills. The laborat
documented training program for qualifying all analysts. The training program includ€s a iaining
manual and related training checklist that specify applicable DNA analytical proggdures t
analyst(s) will perform. Practical exercises that include the DNA methodologies i
database sample analysis and examination of a range of samples routine %

casework. On occasion, database section analysts are authorized to assi
by performing analytical tasks as directed and monitored by the casgiork arralyst(s).
memorandum addressing this authorization is on file with the labdgatory Quality Assurance
Manager. The database section of the laboratory does not ro:tinel roc known or casework

reference samples unless this task is part of duties assigne@a afbied out as stated in this
memorandum.

The laboratory’s training program documented in thg trainiNg manual is designed to teach and
assess the technical and scientific skills and knowl required to perform DNA analysis and it
includes documentation of the successful completion o petency test(s). In the event an
analyst possessing prior forensic experieng NA analysis is hired, the technical manager will

assess and document the adequacy of s training of this analyst. This analyst will

complete a modified training progr hat @assessed and documented by the technical
manager. Prior to participating ing dent*database analysis and/or DNA casework, all
analysts regardless of prior exper iSuccessfully complete competency test(s) covering
routine DNA methodologie uSed. In case of an extended absence (equal to or greater

analyst may be required to successfully complete at least
o resuming sample processing / DNA analysis duties

than 3 months) from th

genetics and DNA analysis and typing. The cumulative duration of each annual
) training session(s) will be at least eight hours. This information will be
in the analyst’'s SOQ (statement of qualifications).

If continuing education is conducted internally by the laboratory, the retained documentation will
include the title of the program, a record of the presentation (electronic and/or hard copy),
date(s) of the training, attendance list and curriculum vitae of the presenter(s).

Page 6 of 28
All printed copies are uncontrolled. Issued by Technical Manager- DNA



Alaska Scientific Crime Detection Laboratory

DNA Quality Assurance Manual
Issued: 20 October 2011 Version: DNAQAM2011 R1
Effective: 21 October 2011 Status: Archived

If continuing education is conducted externally, the laboratory will retain documentation that
includes one or more of the following: Certificate of attendance, program agenda/syllabus and
travel related documentation. Such documentation will be maintained in the laboratory’s LIMS
(laboratory information management system).

For continuing education that is based on multimedia or internet delivery, the trainin
(i) will be subject to review of and approval by the Technical Manager,

(ii) duration of the program or time required to complete the program form ordeffin the
laboratory’s retained document, and, (iii) completion submitted to the tgch nager for
review and approval.

The laboratory has a program approved by the technical man
scientific literature that documents (hard copy of publicationffese
checklist) the ongoing reading of scientific literature. The§lab
electronic access, as required and applicable, to a collecti@n o
DNA analysis.

ger far the ual review of
arcR\article and circulation

The technical manager of the DNA section satisfies the ifements for degree/education,
experience and duties as follows: The techgiegl manager has a doctoral degree in Human
Genetics with semester hours that exceég imum requirements stated under Standard 5
in the subject areas of biochemistry C Jlecular biology and statistics or population
genetics. The technical manager onal fequirements as well as the experience
requirements comply with StandaRig 5 Bl Quality Assurance Standards (QAS) document
for forensic DNA testing a tabdsing laboratories, version effective 01 September
2011. The technical man essfully completed the FBI sponsored auditor training as
well as the ASCLD/LA ignal sponsored ISO Assessor Training.

The technical of th&aboratory oversees the technical operations of the laboratory.
The technical the authority to initiate, suspend and resume DNA database and
casework i rations for the laboratory or an individual. The technical manager

ents approval of all validations and methods used by the laboratory and
proposes odified analytical procedures to be used by analysts. The technical manager
@ocuments the review of academic transcripts and training records for newly
analysts and approves their qualifications prior to their conducting independent

or casework analysis. The technical manager approves the technical specifications for
outsourcing agreements. The technical manager reviews and documents the review of internal
and external DNA audit documents and, if and when applicable, approves corrective action(s).
The technical manager reviews, at a minimum, annually (calendar year) the laboratory
procedures and documents such review.
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In addition, the technical manager reviews and approves the training, quality assurance, and
proficiency testing programs in the DNA section of the laboratory.

The technical manager is a full time employee of the laboratory and is available and accessible
to the laboratory to provide on-site/ telephonic/ electronic consultation as needed. Pl refer
to Chapter 4 for technical manager contingency plan.

The CODIS administrator (database and casework) is a full time employee of t boratQgy’and
satisfies the requirements for degree/education, experience and duties. Plgage refe

educational requirements stated in Standard 5 of the FBI Quality
document for forensic DNA testing and DNA databasing lab

completed coursework had titles other than those |] [ ndard 5, the technical manager
reviewed the documentation provided through supporti aterials such as transcripts/ syllabus

Each analyst has a minimum of uman forensic DNA testing training in a forensic
casework/database laboratory pri ning independent work. Each analyst has completed
training in the analysis of r samples routinely encountered in database analysis

and/or forensic casewaqgk. h analyst has successfully completed a competency test before
beginning independent angysis. Competency tests following extended absences will be, at
lu

a minimum, interf as stated earlier in this chapter.
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Chapter 6: Facilities

The laboratory is designed (please refer to laboratory quality assurance manual) to ensure the
integrity of the analyses and samples / evidence. Access to the laboratory is controlled and
limited in a manner that prevents access by unauthorized personnel. All exterior entr /exit
points have security control and the distribution of security devices such as keys and'car@s is
documented and limited to personnel designated by laboratory management.

processed and maintained in laboratory area (room) separate fro
extractions and PCR set-up areas. The doors between rooms con
other areas are closed at all times except for passage.

ining

The laboratory maintains schedules and follows written pgoce
decontaminating facilities and equipment. Example; DNA &xtraction worksheet; routine cleaning
lists are maintained, cleaning duties performed an cumefted by the DNA technician.
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Chapter 7: Sample / Evidence Control

The laboratory has and follows a documented sample inventory and evidence control system to
ensure the integrity of database samples and physical evidence. All database samp
evidence items are marked with unigue identifiers on the packaging. The laboratory has
established criteria for defining the difference between evidence and work prod The
laboratory has and follows documented policies for the disposition of evid and tracts
and sample consumption.

Work product, is material that that is generated as a function of analffsi [ ay include
extracts, spermatozoa search slides, amplified products and amplficatiorfitui#es or plates. DNA
section work product such as PCR amplified products are di e data reviews have
been completed and the material is no longer needed for fusih is. Work product such as

issued. This implies that sufficient quantity of the original i ains for retesting, if required.
If the entire original item (e.g., penile swabs, fingergayl scrafgings, hand swabs, miscellaneous
contact DNA items) is used for DNA extraction owing tOMimiteel amounts of biological material,

then, at least fifty percent of the DNA extracted from tha€item will be tagged as evidence and
retained by the laboratory for retesting, iié en required. In situations where the entire
evidence has been consumed in the s DINA extractions and quantitation results

suggest that the entire volume of raclill be required for PCR in order to attempt to
obtain interpretable data, the lab contact the Department of Law to request
permission to use the extra nalysis aid sample extract will not proceed until documented
approval by the appropri ge received by the laboratory. In general, the laboratory

retains or returns a po e evidence or extract where possible.

Work product su lified products generated as a result of Real Time Quantitation
procedures willfbe routgly discarded irrespective of the amount of the original item of
evidence.

Note: | suspect cases, the entire sample may be consumed in analysis without prior
Depattmengof Law notification.

The ratOry has various methods to distinguish each sample throughout the processing from
extractipn through data analysis by the use of a batch related unique identifier.

Information regarding samples such as internal control samples and allelic ladders analyzed in a
batch is located in the central log pertaining to that batch of samples. Specific case related
information is located in case folders that may be hard copy and/or electronic versions of the
information.
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The databasing section does not routinely process known/reference samples from forensic
cases. Forensic questioned and reference samples are analyzed by the casework section
analysts. The databasing section and/or the evidence section of the laboratory maintai
documentation pertaining to the identity, collection, receipt, storage and disposition @ daf@base
samples. The laboratory retains the database sample for retesting for quality asgurance
sample confirmation purposes whenever possible. Database samples are consi as
reference material and are not considered as evidence.

For casework samples, an electronic chain of custody record is mai d. ain of
custody includes the signature and/or initials of each individual regeiVing @r transferring
evidence, with the corresponding date for each transfer as well as & corr nding identifier that
specifies each evidentiary item. This record provides a comgfehensike, documented history for
each item of evidence over which the laboratory has congrol e that item is
transferred to the laboratory’s custody. Chain of custody r&co sufficiently secure, detailed

and accessible for review.

=

The laboratory has and follows procedures (reference:
procedures manual) designed to minimize Ig
evidence and work product in progress.
evidence storage and work product i
form or nature of the sample.

N
o
RS

ry quality assurance manual and
contamifiation and/or deleterious change of
atory has secure, controlled-access areas for
luding environment control consistent with the

Page 11 of 28
All printed copies are uncontrolled. Issued by Technical Manager- DNA



Alaska Scientific Crime Detection Laboratory

DNA Quality Assurance Manual
Issued: 20 October 2011 Version: DNAQAM2011 R1
Effective: 21 October 2011 Status: Archived

Chapter 8: Validation

The laboratory uses validated methods for DNA analysis. Whenever developmental validation
has been completed by the vendor and/or another laboratory, the AK SCDL will perfgfm€aternal
validation as appropriate prior to implementing a process or a product for database and f@rensic
DNA analysis.

performed as appropriate and relevant and, the documented results asis of the

If developmental validation is indicated for a product or process, the follo diesgWill be
il fo
standard operating procedures:

Genetic marker characterization, species specificity, sensitivity studies, s
studies, mixture studies,
onditions, assessment

validations. The results of the validations study will be dg€umented.

Internal validation studies of manual and§o yrocedures will be conducted, reviewed, and
approved by the laboratory technic ager pojor to implementation. The results of the

(known/non-probative evid
reproducibility and precis sens
assessment.

evidence samples/old proficiency test samples/),
y and stochastic studies, mixture studies, contamination

The laboratory if's (refeérence: laboratory quality assurance manual and DNA standard
ual) quality assurance parameters and interpretation guidelines

retation guidelines) that have been defined pursuant to internal

ange in the detection platform and/or test kit will require an internal

e changes are implemented. The analysts will successfully complete a

st using the DNA analysis procedure prior to its implementation/incorporation into

The modified procedures will be evaluated by comparison to the original procedures using
similar DNA samples prior to their implementation in database and/or casework applications.

The laboratory evaluates each additional and/or modified critical instrument by conducting a
performance check prior to its use in database or casework analysis (reference: Chapter 10).
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The laboratory evaluates software upgrades by conducting a performance check prior to use in

database and/or casework analysis.

Chapter 9: Analytical Procedures

The laboratory has and follows written analytical procedures approved by the techni

manager. The technical manager reviews (as described in Chapter 3) and updates the st@ndard
operating procedures (SOP) as needed and, at least once annually (each cale ear) IS
annual review and any interim period updates are documented and distribugeg to th lysts
generally by electronic (email) methods and incur[orated into the manual ¢ e ifext
scheduled manual update. .

The laboratory has a documented SOP for each analytical metho
procedures (work instructions) specify reagents, sample prepgratio§, extréCtion methods,
equipment, and controls that are standard for DNA analysis @ interpretation. The SOP
includes a procedure for differential extraction of stains tRat sperm.

sed. nalytical

The laboratory uses reagents that are suitable for thie meth@ds employed. The laboratory has
written procedures for documenting commercial reag n@ for formulation of in-house
reagents, if applicable. The commercial reagents are la@led in a manner that clearly identifies

the item). Reagents or chemjcals
10 years (expiration date {@comfig ith 10 years from date of receipt of item). In-house
reagents, if prepared, wi ith the identity of the item, the date of preparation,
expiration date and the i [ the individual preparing the reagent. All such information is
duly documente [ for review. Non-critical reagents such as Permount or Xylene
may be used ond t anufacturer’'s recommended expiration dates if the quality of this
reagent is ass@ssed amid deemed appropriate for the scope of intended use.

The lab s identified reagents to be deemed critical reagents (reference: DNA standard
opegaling pegcedures manual for information and rationale for designating reagents as critical or
non

CriticaRseagents require evaluation/verification before use in database sample and casework
analyses. Critical reagents will include, at a minimum, the following: (i) Test kits or systems for
performing quantitative PCR (ii) Test kits or systems for performing genetic typing (iii)
Thermostable DNA polymerase if it has not been evaluated as an integral part of the test kit
components (iv) Primer sets if they have not been evaluated as an integral part of the test kit
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components (v) Allelic ladders used for genetic analysis if they have not been evaluated as an

integral part of the test kit components.

The laboratory has and follows a documented procedure for the resolution, verificatigh, amd
reporting/notification of database matches (reference: CODIS manual for detailed informatio

The laboratory quantifies the amount of human DNA in forensic samples prior to niglear DNA
amplification. DNA quantification is not mandatory for single source knowiifref@gnce Samples,
database samples and reagent blanks as long as the reagent blanks w ied at the

negative controls associated with the database and forenS ﬁ es being typed are processed
/ amplified concurrently with the samples at all loci @igsing th§ same primers as the database and
forensic samples. Reagent blank controls associated Wjth extraction set being analyzed

are extracted concurrently with the database and forensg@’samples. The reagent blanks are

amplified using the same primers as the d@tab&ge and forensic samples on the same instrument
model as the database and forensic s % at the same concentration conditions as
required by the forensic samples ¢ ingWhegleast amount of DNA. The reagent blanks are
typed using the same instrumen as the database and forensic samples, at the most
stringent/sensitive conditions as th@ fo ¢ samples and the most sensitive volume conditions

of the forensic extraction

The laboratory checks | N cedures annually (and whenever substantial changes are
made to a procedu I appropriate and available NIST standard reference material
(SRM).

The laboratoryWaas angffollows established and documented guidelines (reference: DNA
ating"procedures manual) for the interpretation of short tandem repeat (STR) data.
; efifies that all control results meet the laboratory’s interpretation guidelines for
@sults and for data to be entered into CODIS.

The 1996 National Research Council report / recommendation is used as a guideline for the
statistical interpretation of a DNA profile for a given population and for assessment of
relatedness among the individuals in that population. These calculations are derived from
established and published population database research studies appropriate for the calculation
and the population of the State of Alaska. The laboratory has and follows specific documented
statistical interpretation guidelines relevant to population structure, distribution and size relevant
to the State of Alaska.
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The laboratory has and follows documented procedures (reference: DNA standard operating

The laboratory has and follows a documented policy and procedure (refer,
guality assurance manual) for detecting and controlling contaminatio
extraneous / exogenous DNA traceable and attributable to an event{tor

ated and filed as

DNA during extraction stage) and/or individual in the laboratory wiljbe in
a Corrective Action Report (CAR) with the laboratory quality @ssurafce ager. Contaminating
extraneous / exogenous DNA that cannot be traced or attrib@it aVaboratory related cause
(e.g. disposable “sterile” lab consumables contaminated (s¥at the manufacturing or
packaging facility) will be filed as an anomaly report after roOt’Cause analysis and supporting
documentation has been reviewed and approved e DNW technical manager.

(Reference: Chapter 14 for more |

ating
carryover of
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Chapter 10: Equipment Calibration and Maintenance

The laboratory uses equipment that is suitable for the methods employed. The laboratoryghas

documents is maintained and updated by the DNA section technician. Thg
instruments are performance checked at least once every calendar yeak (
when an interim check is deemed necessary:

A thermometer that is traceable to national or international st

ndar@(s) a used for

Thermal cyclers including quantitative PCR; Electrophorési
systems; Genetic analyzers; Mechanical pipettes

(Reference: Instrumentation manuals; vendor sup infornf@tion sources; DNA standard
operating procedures manual for additional information)®

If an NDIS approved expert systems is
will be recertified on a quarterly basi
database sample data analysis, it
recertification.

latabase sample data analysis, the software
b approved expert systems is used for
critical instrument and will be subject to similar

The laboratory has a sche llows a documented program to ensure that instruments
and equipment are maigtai properly. Documentation will be retained for maintenance,
service and/or calibratio

The laboratory or
instruments an@ equip

ecks new critical instruments and equipment and/or critical
t that have undergone repair, service or calibration, before use in

database nsigfCasework analysis.

At a mini » following critical instruments or equipment are performance checked

foll epair / service / calibration: Genetic analyzers/ Electrophoresis detection systems;
Rob yStems; Thermal cyclers including quantitative PCR.

Mainterfiance/Performance Check schedules/QC plans as well as documentation that these
plans were implemented as stated are maintained in log books or binders that are placed near
the relevant instruments and in the laboratory area these instruments are located.
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In the event an instrument fails unexpectedly or an incubator or refrigerator/freezer does not

maintain the acceptable temperature range, the technical manager will be notified immediately
and an appropriate course of action taken immediately.

Chapter 11: Documentation / Reports

The laboratory has and follows established documented procedures (laboratoryq
assurance manual) for taking and maintaining case notes to support the '
the laboratory reports. The laboratory maintains all analytical docume

Once casework analysis and technical review of the dat@an
and any outstanding technical issue(s), if applicable, hav g€olved, the GeneMapperID X
project files created may be deleted. However, all rw data€iles generated in the course of
casework analysis shall be retained and archived as te. Only these raw data files
along with the appropriate standard operating procedurg§”’manual (maintained on the laboratory
network) will be made available pursuan very requests when filed with a court order.

The laboratory reports include at th

the following information:

Case identifier(s), description of
amplification system, result
statement, date issued,

responsibility for the ¢
primary analyst whg co

mined, description of technology, locus or

pinions, a qualitative and/or quantitative interpretative
evidence, signature and title of the person(s) accepting
ent'Qf the report. The signature on the report routinely belongs to the

e analysis and generated the report.

The AK SCDL jon report also contains the name of the analyst who peer reviewed
(technical revi se as well as the name of the DNA technical manager.

d @ Drt and the pages that contain the table(s) for STR typing results are treated as
jnistratliige documents/records. The bench notes (except for the pages containing the STR
sW®able(s) are treated as technical documents/records.

ratory has established and follows documented procedures (laboratory quality
assurance manual) to ensure the confidentiality of the database, casework known, or reference
samples and the information in DNA databases and DNA records, except as otherwise provided
by applicable state or the DNA records and database, casework known or reference samples in
accordance with applicable state and federal law.
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The laboratory has and follows established documented procedures for the release of

personally identifiable information relating to DNA records in accordance with applicable state or
federal law. The laboratory has and follows established documented procedures for the release
of personally identifiable information in connection with a database hit. Please refer to the
CODIS manual for details pertaining to database sample related documentation and reports.

Chapter 12: Review

The laboratory has and follows established documented procedures
n af d

and DNA database information, including the verification and resolu ata®ése matches
(reference: CODIS manual).

files and reports/records to ensure that conclusions and §up are reasonable and

The laboratory conducts and documents technical and adm‘lstritiv review of all DNA case
within the constraints of scientific knowledge.

All technical reviews are conducted by individuals are, @ have been, qualified analysts in
the methodology being reviewed.

The laboratory documents the completi echnical review prior to uploading or searching
in CODIS (reference CODIS manual

The laboratory documents (refer
completion of technical review of
worksheets, and electroni
review of all DNA typin
(electronic and/or_printe

oratdry standard operating procedures manual) the
en sework. This includes (a) review of all case notes,
inted electropherograms that support the conclusions, (b)
atato verity that they are supported by raw or analyzed data
(c) Tewiew of all genetic profiles to verify correct inclusions and

exclusions, as apgpli ell as a review of any inconclusive result for compliance with
laboratory gui review of all controls, internal lane standards, and allelic ladders to
verify that the results were obtained, (e) review of statistical analyses, as applicable,
(f) revie port to verify that the results/conclusions/opinions are supported by the
data an ach tested item and/or its probative fraction, (g) verification of eligibility all

pr upload and search in CODIS as to whether they have the correct DNA types and
corr imen category. Eligibility of the profile for CODIS, verification of criteria for correct

DNA t§pes and appropriate specimen category of the genetic profile is also done by concordant
assessments by a qualified analyst and/or technical manager.

An example of the probative fraction in a vaginal swab from a sex-assault case would be the
data generated from analyzing the male fraction, i.e. the sperm from the suspect in the sample.
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The laboratory documents (reference: laboratory standard operating procedures) the elements

of technical and administrative review in accordance with the standard operating procedures
manual. The laboratory has and follows a documented procedure to address unresolved
discrepancies in conclusions drawn between analysts and reviewers. The laboratory has a
system in place to ensure that the correct CODIS specimen categories have been assigned.

Administrative review of forensic casework (aspects of which may overlap and complement
technical review) includes a review of the case file and final report for clerical errors%e

presence and accuracy of the information discussed in Chapter 11. x

The laboratory documents the completion of the administrative review in & ance with the
standard operating procedures.

The laboratory has and follows a program that documents the ann8al mofii@Tring of court (expert
witness) testimony of laboratory personnel in accordance wigff the |aQoratOry quality assurance
manual. Results of expert withess testimony evaluationsgr in&d by the laboratory

guality assurance manager.
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Chapter 13: Proficiency Testing x

Analysts, technical (peer) reviewers and other personnel designatedfby the t cal manager
undergo semiannual external proficiency testing (two tests each rin technology
performed to the extent in which they participate in database gnd/oRfore casework
sample/evidence analysis.

The laboratory quality assurance manager maintains profigien t information and records.
S

Database sample analysts and forensic casework sts 8ging manual and/or automated
methods will be proficiency tested in each method as apglgaBle at least once per year to the
extent in which they participate in databasggagalysis.

If an analyst is qualified in multiple a
the analyst must be proficiency te
the year. However, the individua

core sequence ranges for e sefui-a

e st kits or systems for a specific technology,
plification test kit or system over the course of
ficiency tested on all the CODIS core loci and/or

| proficiency test cycle.

Newly qualified analyst
earlier) of the date of th

Ienter external proficiency testing program within six months (or
guafifigation. The laboratory has defined, documented, and
consistently used t t the proficiency test is due to the proficiency test provider
(reference: Lab@rator ality Assurance Manual). Each analyst is assigned and is expected to
complete his/n@r own gxternal proficiency test. Team approach to proficiency testing is limited

and is a bl or biological screening of test items prior to DNA analysis. The team
approa ed for this aspect of proficiency testing in order to mimic the manner in which
re ual s of evidence are handled by the laboratory. This process ensures that workflow

patt tween the biological screening and DNA are kept consistent and similar between
profici@ncy test sample(s) and casework/evidence sample(s) screening and processing. Please
refer to'the DNA SOP manual for procedures regarding proficiency test report writing format.

The typing of all CODIS core loci are attempted for each technology performed as applicable.
The laboratory maintains the following records for proficiency tests: Test set identifier; Analyst(s)
identity as applicable; Date of analysis and completion/submission of results; Copies of all data
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and notes supporting the conclusions; Proficiency test results; Discrepancies, if any, noted,;

Corrective actions, if any, taken.

The laboratory includes, at a minimum, the following criteria for evaluating proficiency test
results:

>All reported inclusions and exclusions are correct,
>All reported genotypes / phenotypes correct or incorrect according to consensus resultsfangjor

consistent with the laboratory’s interpretation guidelines,

>Results reported as inconclusive / not interpretable are consistent rit oratory

guidelines

>Inconclusive results, in accordance with standard operatinggprocedires flave been reviewed
by the technical manager for compliance with laboratory gui@el d

>Discrepancies / errors, if any, as well as subsequent correctiv

documented,

tions have been

>Final reports have been graded as satisfactory or uns actory

>Documentation to show that no analyti€@ were observed for the DNA profile typing data
in reports graded as satisfactory, an

>Documentation showing that co e acions were applied to administrative errors, if any.

The proficiency test partici iINDe informed of their final test results and this notification will
be documented. %
e

The technical manager iwformed of the results of all proficiency test participants and this
notification will 0 ented.
nagegwi

The technical Il inform the CODIS administrator of all technical/analytical (non-
adminis ) ancies that affect the typing results and/or conclusions at the time of
discover

anager shall be responsible for determining whether an error in interpretation or
all be classified as an analytical error or not. This decision will be based on review of
ical data to ensure compliance / consistency with the laboratory interpretation
guidelines.

The laboratory will continue to use an external proficiency test provider(s) that complies with the
current proficiency testing manufacturing guidelines established by the American Society of
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Crime Laboratory Directors/laboratory Accreditation Board (or current International Organization

for Standardization, as applicable).

Chapter 14: Corrective Action W

The laboratory quality assurance manual establishes a corrg€tive aclon plan that is followed to
lo

address discrepancies detected in proficiency tests, databa sic casework analysis.
The corrective action plan addresses, at a minimum, the

>Define what level/type of discrepancies are appliN practice
>|dentify, when possible, the cause of the discrepancy

>Effect of the discrepancy Q
>Corrective actions taken

>Preventive measures taken, whelg appli€able, to minimize its occurrence

>Documentation of all co ive aCli@ns maintained in accordance with the laboratory document
retention policies and praged

Prior to implem tIo@ all c@rrective actions will have the documented approval of the technical
manager.

&
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Chapter 15: Audits Q

The laboratory undergoes annual audits in accordance with the FBRDNA jQ#ality Assurance
Standards and maintains documentation for this inspection. 'he docamentation will include
proof that an external audit has been conducted at least@nc
auditor who is a current or previously qualified analyst in e 12
technologies and platform.

At least one member of the audit team will be a current reviously qualified analyst from a
databasing laboratory.

The laboratory maintains audit docu
casework and database, technical
experience and training qualificafign ed and approved during two external audits.

The laboratory maintains
approved during one ext

ion for those validations previously evaluated and
audit:

For internal / annuagaudi
inspection incl a
laboratory’s cufirent D

hedlaboratory maintains documentation that the auditors for this
alifiedl auditor who is a current or previously qualified analyst in the
chnologies and platform.

Internal te udits are performed pursuant to Standard 15.1 and conducted using the
FBI Qua nce Standards Audit Document in effect at the time of the audit.
Inte external audit documents, and corrective actions, if any, are submitted for review to

the te@inical manager to ensure that findings, if any, are appropriately addressed.

The laboratory, which is an NDIS patrticipating laboratory, will provide all external audit
documentation and laboratory responses to the FBI within 30 days of the laboratory’s receipt of
the audit documents/report.

Previous DNA internal/annual and external audit documents are retained by the technical
manager and available for auditor inspection.
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Chapter 16: Safety Q
The DNA section does not maintain a section specific safety manual.

hygiene plan. The laboratory’s environmental heal d safgty plan is reviewed annually and
this review is documented.
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Chapter 17: Outsourcing Q
If samples are outsourced to vendor laboratories for processing, th& ven aboratory selected

shall be one that complies with the FBI Quality Assurance SgandardSyfor DNA databasing and
forensic DNA testing /casework laboratories and the accged jrements of federal law.
Documentation of such compliance will be maintained by e DL laboratory.

When the AK SCDL (NDIS participating laboratory ourcing entity, the technical
manager will document and maintain the approval of th hhical specifications of the
outsourcing agreement before it is awarded e vend®r laboratory is performing DNA analysis
for a law enforcement agency or entity off the NDIS laboratory, the vendor laboratory

eo

e DNA data generated prior to initiating
analysis. AK SCDL will ensure th r laboratory uses the same technology platform
and typing amplification kit fowg data analysis as does AK SCDL.

Prior to uploading or a data tor upload and search in CODIS, the technical manager of
AK SCDL documenjs th
agreement and/ the approval of acceptance of ownership of the DNA data.

primary outsourcing entity, it follows and documents the established
assurance procedures to verify the integrity of the data received from the
jincluding, but not limited to, random reanalysis of samples (database/forensic

When the AK DL is

e primary outsourcing entity is a law-enforcement or other non-NDIS participating

the data is received through the outsourcing agency. Prior to acceptance of the data,
information pertaining to the nature of the evidence submitted is collected from the case officers
and investigators. Eligibility of the sample DNA profiles for entry and search in CODIS is
determined by communication with the submitting officers.

Inclusion of Quality Control samples is required to conduct a technical review of outsourced

data.
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If AK SCDL is the primary outsourcing entity, an on-site visit plan of the vendor laboratory will be

conducted in compliance with the FBI Quality Assurance Standards. This plan will include
documentation of the on-site visit prior to initiation of analysis. The on-site visit will be conducted
by the AK SCDL technical manager or a qualified analyst designated by the technical manager.
The qualifications of the designee will include current or previous qualification in the technology
platform and typing amplification test kit used to generate the DNA data.

If the primary outsourcing entity is not the AK SCDL, then, documengatiofi of ts pertaining to
a site visit conducted by qualified individuals from another NDIS patticipalingftaboratory will be
obtained and retained for quality assurance purposes and aygit req@irements. AK SCDL will
ensure that the individuals conducting the “proxy site visit” sfalldeg trdined and qualified in the
same technology platform and typing amplification kit be @ AK SCDL. This policy
applies only to those contracts entered into by the particip&ting agencies prior to July 1, 2009.

For contracts that begin after this date, the DNA tech | mapager or a designated qualified AK
SCDL DNA analyst will conduct and document the site \g€it prior to the date sample processing
begins. The person conducting the site-vis urrently or previously qualified in the

If the outsourcing agreement (A ner non-NDIS participating agency) extends
beyond one year, an annual site Wsi
and the results reviewed a nted by the technical manager to acknowledge

' ments captured by the on-site visit will include, at a
minimum, facilities whe ples are processed, review of the quality assurance / quality
control procedures QgVi

applicable, an [ retation guidelines and report writing conventions employed.

s pro@edures for performing an on-site visit of the vendor laboratory. For
g after 1 July 2009, the site visit will be conducted prior to the initiation of

operaling procedures manual and outsourced data review checklist) to verify and the integrity of
the data received from a vendor laboratory by performing a technical review.

The technical review is performed prior to upload to and search in the DNA database and
includes, at a minimum, (1) a review of all DNA types to verify that they are supported by the
raw and/or analyzed data (electropherograms / images), (2) a review of associated controls,
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internal lane standards and allelic ladders to verify that expected results were obtained, and, (3)
verification of DNA types, eligibility and the correct specimen category for entry into CODIS.

A review of the final report, if provided, is used to verify that the results and conclusions are

supported by the data and that each tested item and/or its probative fraction submitte the
vendor is addressed.
ger

Technical review of the vendor laboratory data is generally conducted by the tegifaical m
of AK SCDL who may authorize and designate a qualified analyst to perfor, e da iew.
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Appendix I
R1 Page | RO page Location Revision made
1 1 Document Structure Changed Table of Contents to Document Structure
2 2 Introduction Removed "Supervised casework sample processing is orized

(Appendix C) "

Removed "Volunteer samples are generally processed
database analysts"

various | various As applicable Updated version date "FBI Quality Assu
document for forensic DNA testing
laboratories, version effecti

5 5 Chapter 4 Removed "Please see Appen@ix A (la

laboratory mana
vacated is availabl
memorandum doc

g*technical manager contingency
plan.

5 5 Chapter 4 Updated " In acQardan@e with Appendix B of the FBI Quality
Assurance Standarg8 document, a DNA analyst who meets the
jonal qualifications and work experience to fulfill the
OfADNA technical manager has been identified in the
eve osition is vacated by the current technical manager'

5 5 Chapter 4 Up@ated "The Laboratory Quality Assurance manual contains
ormation pertaining to the laboratory organizational chart"

8 8 hapt@g 5 Updated "Please refer to Chapter 4 for technical manager
contingency plan”
8 hapter 5 Removed Information regarding Appendix B compliance for
Technical Manager contingency plan and updated as shown
above.
Chapter 6 Inserted "Example: DNA extraction worksheet; routine cleaning

lists are maintained, cleaning duties performed and documented
by the DNA section Technician"

Chapter 10 Inserted" A list of instruments along with their location and
maintenance documents is maintained and updated by the DNA
section Technician "
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