MANAGEMENT SYSTEM MANUAL

DATE EFFECTIVE APPROVED BY PAGE
06-11-2011 MECHTHILD PRINZ 10F 31

TABLE OF CONTENTS

M ISSION, VAL UES, AND COMMITMENTS oo oo eeeee e e eseeeess e 2

INTRODUGCTION .. oo oo eeeee e e oo ee e e s e e ee s s e s e e e e e e es e e e s e e s ees e ee s seseeees e e eeesesee 3

00 2 =0 VL)) L O I 3

DEFINITIONS .ttt ettt et e eee et et e seeeeeee et et s eeeeeeeseeeeseseseeeeeeeasnasseseeeseseesaeneneeeeeeaneeeesenic Q ......... 4

MANAGEMENT REQUIREMENTS...oooeooeeeoeeeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseseseseeeseoese e q/ ................. 4
41 ORGANIZATION .....ooovorrireooieeseeessssesiessseesssssseesssees s \Q ......................... 4
4.2 MANAGEMENT SYSTEM...ooeooeeooeeooeeeoeoeoeoeeoeeeeoeeoeeeeoeeeoeeoeoe Q’\, ............................ 8
4.3 DOCUMENT CONTROL ..oveoooeeooeeoeoeeoeeeeoeeeoeeeoeeeoeeeeoeeeeeeeeeeeeeeee Ao e, 12
4.4 REVIEW OF REQUESTS, TENDERS AND CONTRACTS....... &Q ........................................ 12
45  SUBCONTRACTING .. oooeoooeoeeeooeeoeoeeeoeeoeeoeo T ——————— 13
4.6 PURCHASING SERVICES AND SUPPLIES.............. &b,\ ..................................................... 13
4.7 SERVICE TO THE CUSTOMER ook oo 13
4.8 COMPLAINTS oooooeooeoeeoeoeoeeoeoeoo, QO ................................................................. 14
4.9 CONTROL OF NONCONFORMING TESTING . --irsocciiiccerversissssiccesnenss s 15
4.10 IMPROVEMENT ..o, ,(5,0 ............................................................................. 15
4.11 QUALITY INCIDENT REVles....O'Q ................................................................................. 15
4.12 PREVENTIVE ACTION oo e e 16
413 CONTROL OF RECORDS AN oo 16
A4 INTERNAL AUDITS oo e oo, 16
4.15 MANAGEMENT REMIS oo, 16

NS

TECHNICAL REQUIREM

5.1
5.2
5.3
5.4

5.8
5.9
5.10

GENE R AL N ettt ettt ettt e ettt e e e e et e e e e e e e e e e e e e e e e e e e e e e a 17
PER B L s 18
ACCOMMODATION AND ENVIRONMENTAL CONDITIONS......ccuiiiieiirieieieieeseere s seeve e 21
% METHODS AND VALIDATION ......ctiiieeeeiitieee et e e 23
QUIPIMENT ... e ettt e et e e e e e e e e e st e st e r e e e e e e et e et e e e eeeeeeeena s 25
MEASUREMENT TRACEABILITY ...t 26.
SAMPLING . ...ttt e e e e e e et e et e e e e e e e e e e e n e s 27
HANDLING OF TEST ITEMS ... . oiiiiiieiiiiiiiee et e e e e e e e et e e e s s e e e e e s nnnnneeeeenanee 27
ASSURING THE QUALITY OF TEST RESULTS......oiiiiiiiiiieeii e 28
REPORTING THE RESULTS......c ittt nmnnnee e 29

Controlled versions of Department of Forensic Bggidlanuals only exist electronically on the

Forensic Biology network. All printed versions ar@n-controlled copies.



MANAGEMENT SYSTEM MANUAL

DATE EFFECTIVE APPROVED BY PAGE
06-11-2011 MECHTHILD PRINZ 20F 31

MISSION, VALUES, AND COMMITMENTS
FOR THE DEPARTMENT OF FORENSIC BIOLOGY

Our Mission Statement:

= DNA testing — providing high quality results in engly fashion

= New York City — helping make our community a safiacp q/
= Advancement — leading through innovation, reseandhealucation Q\

Our Values: Q
=  Quality \
= Objectivity Qq/
= Integrity ,&
* Respect \40
>
Our Commitments: O
We serve the needs of the peopld'» New York Gty b
Service providing results to the medic@@aminers andctimainal
justice community. ( )

We always expect the bég‘é’f ourselves and puhsukighest

Excellence standards in our WO(k(O

AcCCUr aC We use validated d®&ntific practices and are eliligin all
Y aspects of our wqrk.

| ndependence We report reslilts' based on proven scientific ppiesi,

independep@f undue influence.

Accountability We ho‘@é\ﬁr obligations and stand behind our work.

We I@ér an environment of trust and integritgpecting our

Professionalism
— cp@agues and those we serve.

Cooper ation <3Vé acknowledge our common goals to work in partripraith
P our professional community and other agencies.

N
Efficienc Q)\/ We manage time and resources responsibly withauifisang
Y accuracy or quality.

We develop and optimize methods to enhance thessaiopur

Inr,]\ services.
;ion We encourage intellectual and professional grotwtbugh
learning, innovation and exchange of knowledge.
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1. INTRODUCTION

This document is the Management System ManuahfiNew York City Office of Chief
Medical Examiner (OCME) Department of Forensic Bgyl. It is the top tier document in the
management system and provides an overall guitteetmanagement/quality system of the
Department. It describes the Management Systerarwalgich the Department of Fore

Biology conducts its testing activities, includitige guiding principles related to g

with references to supporting documents. In teshfStandard 4.2.2 of ISO 1702 12&% this is
our “quality manual.”

2. SCOPE OF WORK \
Qv

The OCME Department of Forensic Biology serveshaspublic foreg;'s&DNA laboratory for
the City of New York — a geographical jurisdictiohapproximatel illion people throughout
the five boroughs. Stakeholders include, but atdimited to, th w York City Police
Department (NYPD) and the District Attorney’s OﬁE:(DAO ach borough.

The OCME Department of Forensic Biology perf s@ ting in criminal cases and has
been doing so since 1991. Homicide, sexual asaa&gl er crime evidence submitted to the
laboratory is examined and subjected to body figigtification as well as DNA extraction and
typing. The results are compared to DNA profies@amed suspects, to profiles stored in a local
Forensic Biology DNA database (Linkage)@/oiorQnsic and convicted offender DNA
profiles maintained in the FBI CODIE ¢mRQMedDNA |ndexSystem) database. The Forensic
Biology Missing Persons Group perfo DNA testamgl kinship analysis in identification

cases, as well as DNA typing of unj®ntified rersapersonal references and family
comparison samples for the FBIKIjSsing Persons et this database permits comparison of
reference data across jurisdici and thus pesvotbsure to many families with missing
relatives. O

O
The Department of F@sic Biology investigates nasthods to be used for the analysis of
biological speumﬁ hat its capabilities aantise remain state-of-the-art. The Department
is a CODIS loc ratory.

may b ntracted to private forensic DNA latmyres by the NYPD. The Department’s
e in this context is to review contralsd standards, review the DNA profiles and the
ellglble profiles into CODIS, prepare QualControl samples for testing of contract
Ia atorles manage and report DNA matches, astdytén a court of law.

The Dep @nt is responsible for the quality ofADfdsts done for specialized projects that
0
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The Department of Forensic Biology also has woriksuthat conduct testing in areas not
specifically related to criminal casework: a WTQtuhat conducts DNA testing on remains and
exemplars related to the 2001 terrorist attackthenNorld Trade Center in order to effect
identifications of the recovered remains; a Molaciathology Research team; and a Molecular
Genetics laboratory that conducts molecular tesiimglevant genetic markers to support the
medical examiners in determining cause of death \q/

QN

The Department performs testing under the followdgimgumstances for jurisdictions outside of
New York City: (1) missing person and unidentifteaman remains cases from jurisdictions
within New York State, pursuant to grant awardsrfriie National Institute of Justice (NI1J) and
(2) fee-for-service high sensitivity DNA testing fgpovernment units of other states or
jurisdictions. QM

The scientific analyses covered by this managesysiem includelg@are not limited to, the

following: . ,Q
1. Biological fluid detection 6\
2. DNA analysis S
a. Autosomal short tandem repeats 69
b. Y-chromosome STRs
c. Mitochondrial DNA O\
N
3. DEFINITIONS QQ
For the purposes of this document conformairiteagcreditation requirements, the

definitions given in the currently glthorized verss of the following documents apply:

”

ASCLD/LAB-Internati Supplemental requirements for the accreditatibforensic
science testing labor es

Federal Bureaj@ I ;vestigation, “Quality Assurance Standards for Forensic DNAtihgs
LaboratoriiQ)

4. MAN@M ENT REQUIREMENTS

% GANIZATION
Y, 4.1.1 The Department of Forensic Biology is a publicinded forensic testing
laboratory within the Office of Chief Medical Exaner (OCME). The OCME is
a part of the New York City Department of Healtld aental Hygiene
(DOHMH). The forensic testing authority of the NYACME is established in
Section 557 (f) of the New York City Charter.
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4.1.2 The Department of Forensic Biology provides thesisé its laboratory services
access to scientific analyses conducted in crimmagdstigations. These analyses
are conducted independently, objectively, reliablyd in accordance with a
management system that conforms to the requirenoét®&O 17025, the
ASCLD/LAB-International accreditation program, thguality Assurance
Standards for Forensic DNA Testing Laboratoriestied by the Federal E@yau
of Investigation (FBI), and the accreditation pagrof the New York %}s
Commission on Forensic Science. \q/

j

4.1.3 All Department of Forensic Biology laboratory testiactivities qéct to
ASCLD/LAB-International accreditation are conductgdh ME DNA
Building, 421 East 26 Street, New York, New York 1001§

4.1.4 The Department of Forensic Biology is one of s rtments within the
Office of Chief Medical Examiner. See t&€ME anizational ChartThe
Director of Forensic Biology reports to the CIh al Examiner; however, the
Chief Medical Examiner gives the Directo ofierBiology authority and
responsibility to conduct the operatio e &repent such that all test results
are free of bias and outside influenc&uppmrﬂm, such as Human
Resources and Finance, are provi to the Depatrwh&orensic Biology by
other departments within the , but these deapants have no authority
over the testing activities of K sic Biology.

4.1.4.1 The Director of Rarensic Biology has responsibifityd authority for the
overall scieni{s, quality, and administrative ogtons of the
Departmeng)

4.1@3§The Director of Forensic Biology has the respotisjband

authority to direct the operations of the Departhadn

O Yo
Q Forensic Biology.

4.1.5 a%) he Department of Forensic Biology is a single afienal unit having
uMiple responsibilities. The organizational dhafrthe Department of Forensic
/\Blology describes the relationships of the managend technical personnel who
*2» are responsible for the implementation, maintenazace improvement of the
C) management system. The roles and responsibitititee Director, Deputy
%’ Directors, Assistant Directors, Criminalists I-I[Quality Manager, DNA
Y’ Technical Leaders, Casework CODIS Administratonmirdstrative Manager and
Administrative staff are described in t88 AFF ROLES AND
RESPONSIBILITIESandDNA TECHNICAL LEADER documents in the
Administrative Manual
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Y’

&

All personnel have the authority and responsibtlitydentify departures from the
management system. See the procedureS@NMTROL OF
NONCONFORMING WORKandQUALITY INCIDENT REVIEW in the
Quality Assurance/Quality Control Manual.

(b)  All Department of Forensic Biology personnel arguieed to abid he
NYC DOHMH “Standards of Conduct for Departmental ffoyees”. | %d tion
to rules which prescribe conduct that could infleceeand adversely T@the
quality of the work performed by the DepartmenEofensic Biol the
Standards include the “Conflict of Interest Lawaths set forth @/ﬁ

the New York City Charter. f»\

apter 68 of

The “ASCLD-LAB Guiding Principles of Professional Respinility for Crime
Laboratories and Forensic Scientisitso provides ce with respect to
conduct expected of Department personnel. .

Sl
(c) All Department of Forensic Biolo rsonnel areiad by OCME
policies on confidentiality as found i CMHEIiPp Manual. Specific
requirements in support of these pQlittes as te&te to the Department of
Forensic Biology are found in th %ministrative M@l and Quality
Assurance/Quality Control Man(sl

(d)  The Department @ensic Biology’s Quality Assw@a program is
designed to provide a R[Ogram through which all @&spent operations are

transparent and m scrutinized in order toigeoassurances of a reliable
testing result. S e “Conflict of Interest Laivat is set forth in the New York
City Charter. 0

@)
(e TQ&ME Organizational Chadefines the location of the Department
of Foren3i¢ Biology within the Office of Chief Meddil Examiner. Thé&orensic
Bi Organizational Chadefines the relationships between individuals and

w operational units of the Department of FaierBiology. Within this

ucture, the Technical Leaders and Quality Managessociation with the

/\Laboratory Director and Deputy Directors, define @uiding Principles for

Quality.

The Quality Assurance Team, under the directiothefQuality Manager,
provides support to the quality and technical opp@na of the laboratory. The
Criminalists in the Department of Forensic Biolagyst adhere to the
Management System guiding principles and procecasdkey relate to their
work and responsibilities.
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(f&f.1) Information regarding the responsibilities, autties and

interrelationships of all personnel who managefgoer or verify work affecting
the quality of tests is found in the DepartmenkEofensic Biology organizational
chart, theSTAFF ROLES AND RESPONSIBILITIEGndDNA TECHNICAL
LEADER documents in the Administrative Manpahd “Tasks and Standards”

documents.
NZ

(9) It is a guiding principle of the Department of Fos& Biolog Q?ovide
adequate supervision of testing staff at all timéke supervision mﬁ; ided to
trainees is described in the Forensic Biology TirgrManual. E% arious case

examination and testing rotations are staffed withervisor provide
technical assistance and review test results.

(h)  The Department has two DNA Technical L @rs, espansible for
nuclear DNA technical operations (which incly amal STR testing and Y-
STR testing) and one responsible for mitoch technical operations.
The Technical Leaders meet the qualificati asgansibilities defined by the
FBI's Quality Assurance Standards fo nsic DN&sting Laboratories. The
Quality Manager functions as the teoérli)cal leadesérology testing.

() The Quality Manager is r&@onsible for the ovamfllementation and
maintenance of those aspect{éf the DepartmentrenBic Biology management
system related to quality ~TQ¥ Quality Managegsponsibilities are varied and
reflect the requirements &E4SO 17025, the ASCLDA-Iternational
accreditation progra Xand the Quality Assuranemdrds for Forensic DNA
Testing Laboratorie€,>The duties, responsibiliteesl authorities of the Quality
Manager are de ed in various documents witienAdministrative, Quality
Assurance/Q@[y Control, and Evidence and Casedgament manuals.

O
The po@n of the Quality Manager in the orgatimais found in the Forensic
Biol organizational chart. The Quality Manageports to a Deputy Director,
b full access to the Director.

/\(j) Deputies are appointed for extended absences®f enlnager or
whenever it is necessary to ensure that the driicgtions of a position continue
during the manager’s absence. E-mail is one methathmay be used to notify
Forensic Biology staff regarding the appointmendeputies.
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4.1.6

4.1.7

4.1.8

The Department’s contingency plan for a vacanayp@DNA Technical Leader
position is found in th&NA TECHNICAL LEADER document in the
Administrative Manual.

(k)  The Department utilizes its training program toyide its personnel with
an initial orientation on the relevance and impactof their activities and

they contribute to the achievement of the objestioethe managemen em.
On-going communications within the laboratory renck the conce roduced
during training. ({/\
Communication takes place at many levels withinRlepart Regularly

scheduled meetings are held for managers; for gigoes a anagers and
within work groups. Records of meetings are maneigdpd minutes of some

: ) . QS
meetings are disseminated to all staff. Quariaitgtz eetings are conducted
to inform staff of workload metrics and other issgé#fnportance including those
related to quality assurance and the effectivedPBs management system.
Electronic communications are utilized WI edartment on a daily basis.

The Department of Forensic Biology oI ws a safe@tygram developed and
administered by the OCME Depari\ent of Health aai@ty. The Forensic
Biology Safety Coordinator h responsibilitg authority to work with an
OCME Health and Safety OffjegY to ensure that thalth and safety program is
implemented and foIIow@@ in the Department ofdnsic Biology.

“Top management” i Department of Forensic &jglconsists of those
individuals with the @jghest levels of administvatiand operational authority:
Director, Deput ector, and Assistant Directot&ey management” consists
of individuals , irrespective of administratiaathority, perform job functions
that are critgept to the administrative and/or t@chl operations of the
Departr@t: Director, Deputy Directors, Assistairectors, Quality Manager,
nical Leaders, Casework CODIS Administragod LIMS Manager.

42M QEM ENT SYSTEM

Qg‘zl

The Department of Forensic Biology documents, immaets and maintains a
management system appropriate to the scope dftitstees and in conformance
with ISO 17025 and other accreditation requirements
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4.2.2 Statement of Quality Principles. The Department of Forensic Biology supports
the Criminal Justice system of the City of New Ybskproviding high quality
Forensic Biology testing in a timely fashion. Tihanagement of the Department
of Forensic Biology is committed to conductingafgerations in accordance with
a management system that meets the requiremel89adaf7025 and all Q
supplemental accreditation requirements, and teestor continual imp@ ent

q/

All staff is required to be familiar with the mareagent system @%mentation
and to implement its principals and proceduresirtwork. This ensures that
testing is conducted independently, objectively ealiabl % ording to best
professional practice, and that the test resulist iNew State and Federal
standards. The Department of Forensic Biology new methods to
analyze biological specimens so that its capadsliiggrd service remain state-of-

the-art. D
&6

Quality Objectives O

of this system.

» All scientific testing performed iNthe Departméntnonitored on a routine
basis by means of Quality ol standards, peficy tests, and audits.
» All scientific analyses andéhipment operate wignstablished performance
criteria and the qualit@@ validity of the anailgt data is maintained.
» Performance criteri followed.
» The quality of critiCgl'reagents is verified priortheir use in casework.
* The Departmerdses equipment and instrumentsaprformance standard
appropriate e requirements of the tests fackthey are used.
. Qualificat'@}é’ of the laboratory staff meet Citydéw York requirements and
the &tional requirements imposed by reguldtodies such as the New
Yor@ate Commission on Forensic Science, theadNatiDNA Index System
S) Program, the FBI's Quality Assurance Stadddor Forensic DNA
4 sting Laboratories, and ASCLD/LAB.
/\ The scientific staff performing casework meetgatificiency testing and
continuing education program requirements.
Q » Technical problems are noted and appropriate ciorers taken and
%, documented.
* The preventive action program is used to identgpartunities for
improvement.
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4.2.3 The management of the Department provides evidehit® commitment to the

4.2.4

4.2.5

Q,

development and implementation of the managemetém and its continual
improvement through a variety of mechanisms suchlashe Statement of
Quality Principals and Quality Objectives, 2) threypsion of time and money for
training and continuing education of staff, inclugliattendance at scient@
meetings; 3) the provision of financial and humeasources for validati d
research; and 4) increasing the knowledge of siilff respect to qu@g
standards and accreditation by allowing staff wtigigate in quall related
activities in the greater forensic community, eag.members o& editation
assessment teams or as members of scientific wpgkioup q}

The management of the Department is committedwg excellent customer
service. Itis also critically important that tBepart meet all accreditation
and statutory requirements. These goals are the guiding principles
described in the Department’s management emmaatts and in other ways:
1) maintenance of good customer commu ion thiehNYPD, District
Attorney’s Offices, and the Criminal J Cooator (CJC) via regular
meetings, the results of which may bg communictiexdaff; 2) attendance at
meetings of the NYS Commlssmn Forensic Scieite®NA Sub-committee,
and its Technical Working Gro péNQTWGS) includihg New York Crime
Laboratory Advisory Commlt K( YCLAC) and 3) resgiveness to
communications from A

The Management Sy,
system of the Dep
guiding principl
managemen

Manual is an overall guidieeananagement/quality
ent of Forensic Biology. olitains the Department’s
ated to quality and make®refnce to supporting
technical procedures.

O
The ma@ement system documentation has three;lésndls | and Il comprise
“con@l documents”. Many of the manuals listésd‘supporting documents”
c@ of collections of individual proceduredanms.

>
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. Management System Manual (top level document)
II. Supporting Documents

» Serology Manual

* STR Analysis Manual

* Mitochondrial DNA Manual \q/
. CODIS Manual Q

* Administrative Manual \q/

* Quality Assurance/Quality Control Manual Qq/

* Evidence and Case Management Manual (»\

* Forms Manual Q

* Training Manual O‘&

« External Documents (b’l&

I1l.Records (Technical and Quality) '&,\Q

4.2.6 The Department has two DNA Techni a@aders, onadiclear DNA technical
operations and one for mitochondria A technmadrations. The
gualifications and responsibilities e Techhiosaders are in conformance
with the FBI's Quality Assuran & andards for Irere DNA Testing
Laboratories. In general, th chnical Leadegessee the technical operations
and have the authority tﬁé@a e, suspend, asdme DNA analysis. They
evaluate and approve vabdations and technicalgahaies and propose new or
modified analytical %éedures; review academiodcaipts and training records
for newly qualified ysts; approve the qualifioas of analysts prior to
allowing them@duct independent casework; @appthe technical

specification outsourcing agreements; reviel@rnal and external DNA
audits and @pprove follow-up actions when necessanduct an annual review
of the gement system manual and technical guoeg used by the

Dep@ nt as part of Management Review; and reaigivapprove the forensic

aining, quality assurance, and proficiencstiteg programs in the
artment.

Cijhe Quality Manager is responsible for the ovaraplementation and

maintenance of the management system related tygughe responsibilities
%’ include monitoring laboratory practices to verifyntinuing compliance with
Y’ Departmental guiding principles and proceduresiuateng and maintaining

instrument calibration and maintenance recordstdinating the document
control process; investigating technical problemagsociation with the DNA
Technical Leader(s) and implementing remedial acii® needed; administering
proficiency testing and evaluating results; conohgcor coordinating internal
quality audits; proposing corrections and improvetaén the quality system,;
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recommending training to improve the quality ofdeditory staff; and assisting in
the preparation of a Management Review reportdasiteration by, and
discussion with, the laboratory managers. The Quisllanager also serves as the
technical leader for the serology testing actigitenducted by the Department.

Additional details are found in tH&TAFF ROLES AND RESPONSIBILLTTB;
document in the Administrative Manual.

4.2.7 The processes for documenting changes to the mmmgesyste@x described
in theDOCUMENT CONTROLprocedure in the Administrgi anual. The

requirements for review and approval ensure thgirapos anges are
considered thoroughly with respect to their eﬁmDepa{ nt operations and
conformance with accreditation requirements. ,&Q

O

4.3 DOCUMENT CONTROL &b’

The Department of Forensic Biology controls th u@ts that comprise its management
system. This ensures that staff conducts theik\{yoaccordance with the most current
authorized guiding principles and procedure&NBeEDOCUMENT CONTROLprocedure
in the Administrative Manual. \,5

>

4.4 REVIEW OF REQUESTS, Tli, RSAND CONTRACTS

A request occurs when evider@&s submitted to the Depattfioetesting; aender is the
Department’s response to request; acmhtr act is a written or oral agreement between
the Department and the@&uesting agency to praggteng services.

All requests are r@Ned to determine whetheiDi@partment performs the testing
requested, ang@w ther the testing can providassonable attempt to answer the questions

at issue. @
A

The Deriartment’s acceptance of evidence for NY@gsastablishes a contract with the
submittjng agency for the particular case.

RS

Controlled versions of Department of Forensic Bggidlanuals only exist electronically on the
Forensic Biology network. All printed versions ar@n-controlled copies.



MANAGEMENT SYSTEM MANUAL

DATE EFFECTIVE APPROVED BY PAGE
06-11-2011 MECHTHILD PRINZ 130F 31

Formal written agreements are required when tessingquested from outside jurisdictions.

The templates for the written agreements are légaiments provided to the Department

and are classified as “Externally Controlled Docuatsé

* A separate “High Sensitivity DNA Testing for Outsidurisdictions” agreement must be
completed for each individual case submitted feting.

* A *“Forensic Anthropological and/or DNA Testing foutside Jurisdictions” agreement is
completed on a per agency basis, and is applitaldach case the agency su\T
subsequent to the completion of the agreement.

By submitting evidence to the Department of ForeBsology, our custo qggree to allow
the Department to select the appropriate methobls tesed in its anal

4.4.1 TheEVIDENCE SIGN-INprocedure in the Evidence éd Case Management
Manual includes the processes for the review afie or analysis,
documentation of such reviews, and acceptanc\ ng.

4.4.2 The Department maintains records of revi inoterrilocations, including the
“Schedule of Analysis” form, deferral CD@ , aacords of case contacts.

4.4.3 While the Department of Forensiciplogy does maitinely subcontract work to
outside laboratories, the possiQi{{y-exists tihad tight become necessary.
Should that occur, the revie ill cover the suticacted work.

~O

4.4.4 In most cases — except for those submitted by deijsrisdictions for high
sensitivity DNA testing — differences between thalgses requested and the
analyses performed by the Department are permagddng as customers are
informed of those differences via the written asayeport or through e-mail or
telephonic notification. Telephone calls and eismaie documented in the case
record. O~

If a deviation from a written agreement for “Higbkr&itivity DNA Testing for
Outside Jurisdictions” is necessary, a new writgreement must be prepared.

amendment is reviewed in the same manner as th@alragreement. Customers
are notified as described in 4.4.4 above. Affe@egartment personnel are
Y’% notified verbally or in writing.

ié» fthe testing agreement with a customer need tanbended, the proposed
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4.5 SUBCONTRACTING

The Department of Forensic Biology does not rolgisebcontract (outsource) work, but

reserves the right to do so. When testing thaidtisin the scope of the Department’s

accreditation is subcontracted by the Departmeantoutside laboratory, the Department

ensures that the work is placed with a competdmtantractor. The Department al G‘)/

ensures that subcontracting requirements of thésFBuUality Assurance Standggg\a
A

DNA Testing Laboratories” are met when it uses \eerdboratories for forenS\

testing.
Qv

See th&sUBCONTRACTINGprocedure in the Evidence and Case @gement Manua

4.6 PURCHASING SERVICES AND SUPPLIES (b’l&o

The quality of the tests conducted by the DepartméﬁorﬁBiology depends upon
various services and supplies that meet prescepedif] ns. The procurement processes
that allow the Department to obtain the approprsgigates and supplies are found in the
PURCHASING SERVICES AND SUPPLIESO\ dure in Administrative Manual.

O

&

4.7 SERVICE TO THE CUSTOMER Q
O

The staff of the Department of Foréasic Biology sider customer requests for information
related to testing on submitted @dence and caedpavith such requests whenever feasible
and reasonable. (QQ)

4.7.1 The decisions regarding the analyses that are petiermed is made by the
Department after evaluation of the evidence sulechiéind/or available, and
through review of the submitting agency’s paperwerky., NYPD vouchers,
requests for laboratory examinations, and NYPD mspodiscussions with the
NYPD DNA Liaison Unit, discussions with the outsideisdiction’s

«representative(s), and/or discussions with asgidiatrict attorneys (ADAS). The
/\scheduled analysis can chariggrioritized items are negative and additional
*2» evidence must be examined, or if additional evigas@ccepted by the
C) Department. Records of oral discussions with gusts are maintained in the
%’ case record.

Y,

Requests by customers for visits to the Departragices to discuss evidence,
case analyses, and/or court testimony preparat®@handled on a case-by-case
basis. Visits to the laboratories are minimizednder to lessen work disruptions;
however, entry is allowed if all required practi¢esgowning and provision of a
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DNA sample (as described in tBECURITY procedure in the Administrative
Manual) are followed.

Requests by defense attorneys and/or experts enabtesting must be submitted
in writing. See details in thATTORNEY REQUEST Srocedure in the
Administrative Manual.

The Department holds regular meetings with the NYJNA Liaison U‘%o
discuss Liaison Unit requests and to clarify issegmrding submisf\/ﬂo of
evidence for biological testing. \Q

4.7.2 The Department utilizes several mechanisms to ol@dbeok from its
customers. These include, but are not limitedipRe meetings with
representatives of the NYPD DNA Liaison Unit to operational issues; (2)
Attendance at task force meetings conducted.b City Criminal Justice
Coordinator or the New York District Attorne@' s; and (3) a customer
satisfaction survey. O’Q

QO
4.8 COMPLAINTS
N

The Department of Forensic Biology is ca(f'ﬁmitte@it‘gi'u standards of quality in testing and
customer service. Complaints about erformahtiee Department of Forensic Biology
that are received from customers qr ottier partiespom laboratory employees regarding the
guality related aspects of the Fongnsic Biology aggment system, indicate possible
problems with the Departmen@nanagement systehaentreated seriously.

The processes for addre&\%complaints are foutifteCOMPLAINTS procedure in the
Administrative ManuabQ

@QQ
Q
S

&
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4.9 CONTROL OF NONCONFORMING TESTING

It is critical that all technical discrepanciestthey compromise evidence integrity or the
accuracy of casework analysis are dealt with upscogtery or at the earliest opportunity so
that the non-conforming testing work can be appabgly evaluated and corrected. ome
situations the evaluation may indicate that a fomuility incident review is nece

The identification of nonconforming work or testiagtivities can occur durmi}a ariety of
activities: data or case file reviews, instrumeadtration checks, reagent rmance
checks, and audits, to name a few.

See theCONTROL OF NONCONFORMING WORKrrocedure n&se Quallty
Assurance/Quality Control Manual.
&

The management and staff of the Department §f @m&ology recognize that quality
assurance is an ongoing process, and that @aead system, no matter how effective,
can always be improved in some way. tatewfeQuality Principles, internal and
external audits, quality incident and pre Ivecgicreviews, management review, and
analysis of miscellaneous operatio a allevdepartment to identify opportunities for
improving the effectiveness of the agement myste

4.10 IMPROVEMENT

411 QUALITY INCIDEN'@Q/IEWS

Quiality incident revie @S’reactive process tald@th complaints or problems. The
Department of Fo& Biology implements its dyahcident review process when non-
conforming work o™ serious nature or failure¢somply with the guiding principles and
procedures management system—whether adrainis or technical—have been
identified. ely and thorough quality incidenesponse is necessary in order to ensure
m is effectively corrected and to mize the likelihood that the problem will

lééms with the management system or the tedhopesiations may be identified through
v\, ariety of activities, such as case file revieaug]its, management reviews, feedback from

customers, and staff observations.

See theQUALITY INCIDENT REVIEW procedure in the Quality Assurance/Quality
Control Manual.
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4.12 PREVENTIVE ACTION

Preventive action is a pro-active process to ifeopportunities for improvement and to
prevent problems befotlaey occur rather than a reaction to the idemtiion of problems or
complaints. Department of Forensic Biology sta#f expected to recognize areas in the
management system that could be improved or tlegept potential sources of non- q/
conformities and to follow thEREVENTIVE ACTION procedure in the Quahw

Assurance/Quality Control Manual to bring thoseigssto management’s atte

Qv

4.13 CONTROL OF RECORDS (\/\

Records provide documentation that activities negliby the mana nt system guiding
principles and procedures have been performedor@gthat mustDe€ maintained include
technical records related to the testing of sulmditividence a uality records such as
audit reports and quality incident review reports. &

The Department’s overall processes with respetttetd@'%tification, collection, indexing,
access, filing, storage, maintenance and dispd y and technical records are found in
the CONTROL OF RECORD®rocedure in thx inistrative Manual. Indivitlua
management or technical procedures may @ corgginrements specific to the records
that are created during a procedure.

4.14 INTERNAL AUDITS QQ

Internal audits are a critical ¢ nent of the &&pent of Forensic Biology’'s management
system. The internal audit ram of the Depantigedesigned to verify that its
management system is f loning correctly andbmpiance with its own procedures and
with 1ISO 17025, ASC;MAB-International policies @supplemental requirements, the

[

Quality Assuranc dards for Forensic DNA Testiaboratories, and New York State

accreditation r%' ents.

See theAUB}@ AND ASSESSMENTSrocedure in the Quality Assurance/Quality Control

Manual,@

4.1 ANAGEMENT REVIEWS

@r?agement review is a tool used by the manageai¢he Department on an annual basis

o (1) ensure the continuing suitability and effie@hess of the management system and its
testing activities and (2) identify and introduaeassary changes and improvements.
Whereas internal audits are used to demonstratéhindgaboratory is “doing things right”,
management review is a mechanism to ensure th#ltbeatory is “doing the right things”.
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Management reviews take account of many typesfofrimation, including, but not limited

to: the suitability of guiding principles and procees; reports from managerial and
supervisory personnel; internal audit reports; @ttive and preventive actions; external audit
and assessment reports; the results of proficieastg and case reanalysis; changes in the
volume and type of work; customer feedback; conmpéairecommendations for
improvement; the laboratory’s quality objectivesdaniscellaneous factors if releviﬂ;uch

as quality control activities, resources, and dtafhing. Q

See theWANAGEMENT SYSTEM REVIEWprocedure in the Administra&mﬁM nual.
. TECHNICAL REQUIREMENTS &Q(»

5.1 GENERAL (b"&o

5.1.1 The Department recognizes that many factof,
reliability of the tests conducted on submi evice, including human factors,
e.g., personnel education, training, an pfatory facilities and their
associated environmental conditionsitest and redldn methods; method
validations; equipment; measurer%gt traceabilaynsle selection; and the
handling of evidence. &

&rito the accuracy and

XN
5.1.2 The extent to which the f @%isted in sectiah b contribute to variations in
test results can vary conSiderably between typésst$. Although the types of
tests conducted by tbé‘@epartment do not requilgoeous evaluation of
uncertainty of meaggy&ment, it is nevertheless mapofor staff to understand
the limits and in nt variability of the testsngeconducted so that the forensic
significance @e test results is not overstated.

5.1.3 Reliablng depends upon reagents that woekected. A significant

portio™of the Department’s quality assurance mouis dedicated to reagent
p tion, labeling, and performance verificati@ee th&REAGENTS

/\ o¢edure in the Quality Assurance/Quality Coniainual.

&
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5.2 PERSONNEL

5.2.1 The quality of testing conducted by the Departnoériforensic Biology can only
be assured if the staff that conducts the testasgthe requisite education,
training, and experience. This includes both tetcal knowledge and practical
skills. The training program in Forensic Biolognethods is designed to &stablish

consistency of performance between individual astalgnd maintain t yghest
possible level of performance over time. The TRING MANUAL ibes
in detail the Department’s guiding principles amdgedures with ctto

analyst training.

5.2.1.1 The training program is documented in the TRAI@NUAL. The
program includes procedures for retraining and{a ce of skills and

expertise. &Q
5.2.1.2 The Forensic Biology training progra ’I@a cownrndestimony training
component. ,16'

5.2.2 The overall goal of the training progr@@ to @epanalysts to reliably and
accurately perform the functions regu€d by tlspiecific positions. Itis a
guiding principle and goal of the 6‘}’/artment ofdfwic Biology that the
qualifications of the Departme aff meet or ext€ity of New York
requirements and the educ al requirements iatpbyg the New York State
Commission on Forensi nce, the NDIS PrograenFBI’'s Quality
Assurance Standards er orensic DNA Testing Labdes, and ASCLD/LAB.
The scientific staff rming casework must medeproficiency testing
program and confising education standards astagrad part of the overall
Quality Assur program.

)
Analyst %g is divided into modules. The nwenbf modules taken depends
on th 'ogitle and prior forensic experienceld trainee; fewer or additional
may be given depending on the particulaagsignment of the trainee.
ers of specific teams may be trained in tealsqused only by that team or
experienced members of that specialty teamnifrgifollows the standard
/\model of observation, practice, and competencyinimg samples may be

Ctb provided by the Training team or a specialty team.
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The training needs of the Department depend upayrzetors including
statutory and regulatory requirements, the numbértgpe of case submissions,
the available testing technologies, and the intdmwdark assignments of staff and
their existing levels of expertise. Because chamgany of these factors can
change the Department’s training needs, the Sey@od DNA training programs
are monitored by upper management, supervisorsth@endNA and Serolo
technical leaders. A section in the Training Mdrara“supplemental tr@ﬁv ”

addresses how staff is trained in new procedures. \q/

The effectiveness of training is evaluated at wagistages. Thi escribed in
the TRAINING MANUAL. By having a multiphase traimg ram with
various levels of review and demonstration of corapey, INS anticipated that an

analyst’s weak points will be noticeable and camdbar
been officially completed, ongoing supervisory akig8&
proficiency testing programs serve to monitor,)
effectively prepared staff to perform their as

d. After training has
S, case file review, and
e training programs have
tasks.

5.2.3 All casework in the Department is con @@d by Depant employees; no
contract personnel are used to condict xests.

classifications, e.g. Criminali ries. Taskd Standards plans are prepared
annually for each laboratery®mployee, and contasition responsibilities and
performance expectatio

5.24 The Department maintains g:@@dty position desons for all job

5.25 The TRAINING MA@RA\L describes (1) how authorizat®to perform testing
and/or function i articular position are docuated and (2) the maintenance of
training recor

5.2.6 All tech&é)?personnel are required to meet thecaton and competency test
reqy’@n nts of ASCLD/LAB.
4&&1 All analysts have a baccalaureate or advanced ey natural science,
/\ criminalistics, or a closely related field. Funthall DNA analysts, DNA
Cjb technical leaders, and the casework CODIS admanicsstmeet or exceed

the minimum coursework requirements of the FBI'sialty Assurance
%’ Standards for Forensic DNA Testing LaboratorieSducational
Y’ requirements are included in the City job desavimi
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5.2.6.2 Demonstration of competency is an integral pathefDepartment’s
training program. See the TRAINING MANUAL.

5.2.6.2.1 At the conclusion of training in any particular btizal
procedure, an analyst trainee must successfull;pt&tmaq/
competency test using that procedure in order écat
procedure in casework. In general, a compete
prepared in-house with the key to the results lpst

and/or Director.
Qv

on assignméuet

ever, Forer&mogy
ME’s Speciaksitigation
crime scene restorction

ieader(s),

5.2.6.2.2 Crime Scene processing is not a fu
Department of Forensic Biology.
staff may occasionally assist §
Unit (SIU) to provide special
expertise. O’Q

5.2.6.2.3 Technical support p@?nel complete competentytetor
each procedure f hich they have been trained.

526.24 Demonstratic@competency prior to independeséw@rk is
required foKeChnical support personnel and atslyst
conduct'§erology and DNA testing.

5.2.7 Each member of thqgentific staff has accessaiamture references and
reference book intained by the Department. &istimanuals used in the
laboratory co bibliographies listing referemae the scientific literature.
Publicatign rtaining to in-house methods arergio each trainee in the form
of an o Reference Binder. Additionally, OCMEbfessional staff has
inte@ access, and library privileges are avilabthe New York University
S of Medicine.

’V’he Training Group electronically distributes acgiidine-relevant article to all
staff on a regular basis. The literature revieagpam is described in the
QQ TRAINING MANUAL.

Y,
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5.3ACCOMMODATION AND ENVIRONMENTAL CONDITIONS

531

5.3.2

5.3.3

5.34

<

All technical procedures used by the Departmeiftasénsic Biology specify any
environmental conditions that may be importanttif@ correct performance of
the tests.

The Department of Forensic Biology monitors thegenatures of all fr S,
refrigerators, heat blocks and incubators thatiaesl for storage of gdence and
casework samples. Monitoring is conducted on by thaisis when aboratory

is open. Room temperature readings are also redandeach | @ tory.
Contamination is monitored with a variety of conhtrampleé d in testing.

Assurance/Quality Contfanual
A CASEWORK in tBER

and the GENERAL GUIDELINES FQR |
Procedures Manual. O\

The Department of Forensic Q’S&gy IS a controléEtess environment.

O
5.34.1 TheSECURITY dure in the Administrative Manual describes
measures useéy the Department to maintain bygilana laboratory
security. &)
@ ance to Department work spaces is availablg tonbersonnel
aut ed by the Director to have access. Peedomth various levels
@cess include members of the Department offisardBiology,
Qt dent-interns, and other selected OCME employgeret as custodial
@ staff. Visitors must be escorted by a Forensiddgjp employee.

combination of security personnel and an electrtouk system. Cameras

«2;\ (b) Entrance to the OCME DNA Building is controlled ay

&

are situated throughout the inside of the building at key spots outside
the building. Cameras are monitored by OCME Ségurithe security
command center located on tH&fBor.

(© An electronic lock system controls access to afp@ement office
and laboratory areas. Individual offices are asibds via keys.

Controlled versions of Department of Forensic Bggidlanuals only exist electronically on the

Forensic Biology network. All printed versions ar@n-controlled copies.



MANAGEMENT SYSTEM MANUAL

DATE EFFECTIVE APPROVED BY PAGE
06-11-2011 MECHTHILD PRINZ 230F 31

Y,

5.35

5.3.6

&

(d)  Access to various floors and rooms within the bogds obtained
via ID card readers. The OCME Security Departnpeagrams ID cards
so as to allow or deny individuals access to speDépartment of
Forensic Biology office and laboratory areas witthia building, as
specified by the Director of Forensic Biology.

(e The building is staffed by a minimum of two secym\ml% 24
hours/day, 7 days/week. q/

Q
()] The majority of evidence brought into the %\E DBAiIlding is
kept in the custody of the OCME Evidence Uni%k') and after
examination by Department criminalists. T mebinit is not part of
the Forensic Biology forensic operations arpl thielévce Unit storage
areas are accessible only to select m s @higdence Unit via ID
card readers. <

Post-mortem items that must ﬁj@pt frozen aredtor freezers located
on the 4 and & floors. The%T ezer rooms are accessible only t
members of the Departmeof Forensic Biology.

XN
OCME Facilities personnel rm routine cleanfighe Department’s
laboratory and office are@s pn a daily basis. Duented specialized cleaning of
laboratory areas is conducted monthly by DepartraERbrensic Biology staff.
See the LAB CLEA&& SHEET form.

The Health & @‘&; program is described in the Adstrative Manual

@)
Manual OCME Department of Health and Safety maintbiealth and
Safe ram manuals for the Department andgeeey. These manuals are
av e to all Department staff on the Departnsamver.

5&. OCME Chemical Hygiene Plan
. OCME Bloodborne Pathogen Exposure Control Plan
c. OCME Respiratory Protection Plan

Right to Know Training. OCME Right-to-Know training is provided annually.
Each Department of Forensic Biology employee isliregl to attend. Attendance
records and a Right-to-Know manual are availaldenfthe OCME Safety
Officer.
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Material Safety Data Sheets (M SDS). MSDS sheets for reagents and chemicals
used in the departmental laboratories are kepleasrenic copies in the Forensic
Biology main drive. The sheets are updated asimedju

54TEST METHODSAND VALIDATION
5.4.1 The Department of Forensic Biology uses methodsogpate to the p }:l@/s for

which testing is conducted. TBEOCUMENT CONTROLprocedur ribes
how procedures are created, revised to maintaiewcy, and ma

staff. DNA technical procedures are checked atlaeanually a
appropriate and available National Institute oin8ierds an hnology (NIST)

standard reference material or standard tracealsé\dST dard.

ained in electronic
ab#d! staff. Controlled
origanavailable to staff at
ocumerasten list.

5.4.1.1 All internally-generated technical procedur
form on the Department server and are
procedures and/or instructions of ext
the locations indicated on the exter,

%

5.4.1.2 Technical procedures specify Ggocontrols and statsdthat must be used
during testing. The use of trolled forms emsuhat the identities of
the controls and standa sed in a specifiatestiaintained in the case

record.
O&\

5.4.2 Test methods used in th&Department are validatedgure that they are
appropriate for the in ed purpose. By subngtévidence to the Department
of Forensic Biologydotir customer(s) agree to altbesLaboratory to select the
methods to be in the analyses. At a mininmifiormation regarding the
methods of Sis is provided in test reportsyéacer, at the discretion of the
Director, t@ communication mechanisms such dsitepostings may be
develoo provide this information.

S@AII DNA test procedures used in the Departmentvateated to an extent
that meets or exceeds the validation requiremdritsed=Bl Quality
/\ Assurance Standards for Forensic DNA Testing Labdes. Serology
*2» test procedures are validated to the extent negessansure that test
%g) results are reliable. Validation records are naaigd indefinitely.

Y,

Controlled versions of Department of Forensic Bggidlanuals only exist electronically on the
Forensic Biology network. All printed versions ar@n-controlled copies.



MANAGEMENT SYSTEM MANUAL

DATE EFFECTIVE APPROVED BY PAGE
06-11-2011 MECHTHILD PRINZ 250F 31

5.4.3 The decision to develop and/or validate new orseditest procedures is made by
Department management based upon a variety ofrfacithese include, but are
not limited to, the availability of new commercgaoducts for DNA testing; the
need for operational efficiencies; changes in arallyequipment or software;
and casework analysis issues that require new@ee approaches to tesﬁ?lu,g.

See the/ALIDATION procedure in the Quality Assurance/QuaIit@trol

Manual. q/

5.4.4 The test procedures used by the Department ar8tantlar ME hods as defined
by ISO (i.e., a procedure published by ASTM orrailsir bo% at is recognized
as authoritative on a national or internationaklgv Thes%re, all test methods
used must be validated internally. (b"&

54.5 TheVALIDATION procedure in the Quality 'Qrance/Quality Conlanual
describes the Department’s approach to vafgdati@analytical procedures.

Q
5.4.5.1 Validation is the confirmation @xamination ahe provision of
objective evidence that the fsguirements for aifipestended use are

fulfilled. \'&

5.4.5.2 Analytical proced é)'?ed in the Department alidated to ensure that
they are appropriate‘for the intended purpose amel the requirements of
the FBI Qualit surance Standards for ForensiADNsting
LaboratoriesC)

5.4.5.3 Valid projects are designed to provide infatiorawith respect to the
char, rstlcs of the testing, including precisama inherent limitations.
Y?conclusmns and results generated by testsuctediwithin the
partment of Forensic Biology have associatedeamghich constitute
posmve results. This accounts for any uncartgiinherent in the testing
process

>

&
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5.4.6 The Department of Forensic Biology is not a calilbbralaboratory, nor does it
perform its own calibrations. The test resultorggd by the Department of
Forensic Biology are identifications and compargstrat are qualitative in
nature, and per ASCLD/LAB policy, the Departmenat required to have a
procedure for estimating the uncertainty of measerd for qualitative re lﬂl\;
Furthermore, the population statistics found in Di¢forts are calculag %ﬁ not
guantitative measurements subject to the unceytainheasuremen fk
requirements of ISO 17025. Nevertheless, anajsisld be fam’rﬁg\ ith the
level of precision in their test procedures so thay do not ov e the
significance of their findings in their test repsort Qf»

54.7 See theCONTROL OF DATAprocedure in the Quaﬁ;ﬁ;surance/Quality
Control Manual for a discussion of measures tha rtment follows to
ensure that (1) manual calculations and data nerated during testing are
suitably checked; (2) Department-developed e ams and/or
modifications to commercial software—su S maardaboratory
worksheets—are subjected to performa checkstprisse; (3) electronic data
is protected; and (4) computers and gutomated eogripare maintained and are
used in environmental conditions&\gable for coraperation.

&
>

55 EQUIPMENT C)
The Department of Forensic Bi@gy uses equipmenmchvis suitable for the tests conducted

by the Department for case > The Departmens adoe¢ use equipment that is outside of
its permanent control.

Equipment perform ré%pecifications relevant éotésts conducted by the Department are
established durin@lldaﬂon and are describeatientest procedures. Effective programs
for conducting@f rmance checks, calibrations mathtenance of equipment are essential
for establisb@ onfidence that the required pennce specifications are attained and that
the equi nY'can produce reliable test resultealyst training programs and competency

tests e that equipment is operated by proparhed staff.

€EQUIPMENT CALIBRATION AND MAINTENANCE procedure and individual
%ﬁraﬂon, performance check, and maintenancegoiares in the Quality

YNssurance/Quality Control Manual for detailed imf@tion on equipment maintenance,
calibration, and performance check programs; amgpetent identification, labeling, and
records.
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5.6 MEASUREMENT TRACEABILITY

Traceability supports the validity and accuracyest measurement results. Traceability is
established by means of a documented unbroken ohaadibrations or comparisons linked
to the relevant primary standards. The chain ofgansons must, when possible, e f%d toa
national or international standard. &

Q

5.6.1 Calibration is defined as the set of operations that estahlistier \Q(fied
conditions, the relationship between values of tjtias indicate@ a measuring
instrument or measuring system, or values repreddnt a ial measure or a
reference material, and the corresponding valusi&zesl b dards. The
EQUIPMENT CALIBRATION AND MAINTENANCEécedure identifies the
“critical equipment” that the Department believes significant effect on
the accuracy or validity of test results and foritw\@bration programs have
been established. &

5.6.1.1 The specific requirements of th e@ytical work eonsidered when
designing calibration and perfgrmance check progriomequipment.
Manufacturer’s recommen%@'ons, where applicalseabso considered.

5.6.2 The Department of Forensic @gy Is not a caliloralaboratory, nor does it, as
a testing laboratory, perfosr@ts own calibratiemsmeasuring and test equipment
such as balances and pipettes. Where necessauyefiartment ensures
traceability of measu@g¥y using external caliloaervices that are accredited to
ISO 17025 and th @%vide certificates that shioat the measurements are
traceable to a n al or international refereste@dard. Details on traceability
requirementsdarspecific equipment are found anittdividual calibration and
maintenanggyprograms/procedures in the Quality rasse/Quality Control
Manual!

5.6.3 Px@ures for the calibration of standard weigktd by the Department for
inteYmediate performance checks of balances; doctatien and traceability of
&e erence materials and reference collections te@ms$port and storage of
*2» reference standards and reference materials ané fauthe Quality
C) Assurance/Quality Control Manual. A procedure rhigh included within
%’ another procedure, for example, the program anceplure for the calibration of
Y’ the Department’s standard weights is included in1QQ (Balances: Verification
and Maintenance). Alternatively, a stand-aloneedore may exist, for example,
the CONTROL OF REFERENCE COLLECTION@ocedure in the Quality
Assurance/Quality Control Manual.
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5.7 SAMPLING

During the examination of evidence by the Departnoéfrorensic Biology, analysts use
their training, experience and competence to selgotopriate samples to carry through
testing. The conclusions reported apply only sogamples tested and do not appl @he
portions not tested. Because this is “sample 8et€cand not “sampling”, the Deparynent
does not have documented “sampling plans” or “samggirocedures”. \q/

TheEVIDENCE EXAMINATION procedure in the Evidence and Case Qgélgement
Manual contains guidance with respect to selecjmropriate sampleé?r}\testing.

5.8 HANDLING OF TEST ITEMS )\‘O&

Ensuring the integrity of evidentiary items is dical part ﬁéwork conducted by the
Department of Forensic Biology. Storing evidenoder itions that could harm the
evidence might affect the Department’s ability biaon rmative test results. Failing to
clearly identify and track items through proper ki nd chain of custody could cast
doubt on test results and might prevent sucr\Q i being accepted in court.

TheEVIDENCE CONTROLprocedure in H@Evidence and Case Managementaflanu
describes how the Department transpe{ls’; receinaaglles, protects, stores, retains and/or
disposes of evidence. This includgs tfre labor&@yecimen identification system, its
definition of evidence vs. work predULct, and itsdipjag principles on sample consumption.

The Department maintains widual characteriBidA databases on Suspect samples and
“Lab Types” samples. S@ e Forensic Biology C®Blanual for specific information on
the operation of the sugpect database; suspectesnarg evidentiary samples and are
handled as such. ggbLab Types” database is as@dmechanism to detect inadvertent
contamination %Le entiary samples. SeellAB TYPES DATABASE procedure in the

Quality Assu /Quality Control Manual.

K
&>

&
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5.9 ASSURING THE QUALITY OF TEST RESULTS

591

5.9.2

5.9.3

&

The Department of Forensic Biology’s Quality Assw@ program is designed to
provide transparency to all Department operatianthey may be scrutinized in
order to provide assurance of reliable laboratesy tesults. The measures used
in the program are varied and include, but ardinoted to: \q/

» external proficiency testing Q

* reanalysis of selected evidence fk

* asystem of technical and administrative reviewasfe d@ nd reports

» use of positive and negative controls

» performance checks of DNA typing procedures erence material
traceable to National Institute of Standards l@ielogy (NIST)
standard reference material(s)

* monitoring and evaluation of court tesg,@%y

The Quality Assurance Team and DNA T@’mlcal Leswdsonitor the results of
external proficiency testing, evidence@alyﬁsults of testing with NIST-
traceable materials, and court testj . Problenasiy area are dealt with via
the CONTROL OF NON-CONFO NG WORHKnd/or theQUALITY
INCIDENT REVIEW proceduregly™

Test data, including all cgﬁls for a particulest set, are reviewed by an
analyst, most often a sypefvisor, assigned todtation for the particular test.
The individual test p dures describe what itmsdar a control to “fail” and
the steps that mu taken when this occursasantorrect or unreliable data is
not reported. S

The ex%@proficiency testing program demonssréte quality of the scientific

service red by the Department of Forensic Rjgland serves as a

me @' ism for critical self-evaluation. The Depuaanit’s proficiency testing
fagpam is described in tiRROFICIENCY TESTING PROGRANbdrocedure in

/\r Quiality Assurance/Quality Control Manual. sldiesigned to conform to all

&

equirements of the ASCLD/LAB-International acctatbn program and the
FBI's Quality Assurance Standards for Forensic DN&sting Laboratories.
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5.9.4 A technical review is an evaluation of reports,asptdata, and other documents to

5.95

5.9.6

5.9.7

ensure an appropriate and sufficient basis fostientific conclusions. It is an
in-depth review of all analytical testing performeadhe case. It ensures that
laboratory procedures were followed, QA/QC procedwrere followed, data
were interpreted correctly, and that the final repacurately reflects the
underlying data. See tHEECHNICAL REVIEW procedure in the Evide @/and
Case Management Manual. R

An administrative review is an evaluation of thpog and supporw@
documentation for consistency with reporting praced, selec uirements
for marking case documentation, and for editortar@ctnes admlnlstratlve
review is the final review performed on all caselsensure§1 t notes and
worksheets accurately reflect case numbers, viatichsuSpect names, and police

evidence control numbers; and that examination umbered and initialed
correctly. See thADMINISTRATIVE REVIEW, dure in the Evidence and
Case Management Manual. 6

Court testimony is the culmination of ¢ Q%rk penfied by the Department’s
scientists. To ensure that court testiélgmes a&édocumented, relevant, and
presented in a clear and professioQgl manneresiertony of each testifying
analyst is monitored at least on er year, iinemy is rendered. See the
COURT TESTIMONY MONI INGprocedure in the Quality
Assurance/Quality Contr ﬂ}a‘ﬁual.

Court testimony monj \'vng records are maintairadaf minimum of one
ASCLD/LAB-Interngjonal accreditation cycle.

REPORTING TH@QESULTS

5.10.1 All't ];orts accurately reflect the test datee REPORTSprocedure in the

>

E@ ce and Case Management Manual provides ¢tistns for report
aration and formatting that incorporate theimregnents of ASCLD/LAB-
nternatlonal and the FBI's Quality Assurance Stadd for Forensic DNA
Testing Laboratories.

.10.2 The information required by these ISO 17025 clausbere applicable, is found

either in the case report or in the case record.

5.10.3 The information required by these ISO 17025 clausbere applicable, is found

either in the case report or in the case record
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5.10.4 The Department of Forensic Biology is not a caliloralaboratory and does not
issue calibration certificates.

5.10.5 All opinions and interpretations in case reportslaased upon data and
observations documented in the case record. Regledrly indicate where
conclusions/interpretations have been included. \q/

5.10.6 The Department of Forensic Biology does not rodyisebcontract \ﬁ)@o
outside laboratories. When it does, the repothefsubcontracting‘t{ ratory is
provided to the customer on the subcontractor’s @iterhead he results
are not incorporated into reports issued by theatepent. q}\

5.10.7 It is the routine practice of the Department ofdtwic B}
electronically. This has no impact on the contdrih
conformance with the requirements of ISO 170
are verified to ensure that appropriate confidgQm

gy to transmit reports
orts; therefore,
pained. The recipients
maintained.

5.10.8 The Department utilizes report templ e&enﬂuﬂeaﬂ necessary information
is included and to promote clarity of ent

5.10.9 If areport is found to contain r that affetbe ability to use the report, an
amended report is issued to ct the error. When additiomallygses are
performed after a report ha§deen issuedgdalitional report is prepared. The
format and content com ith all requirementA&ICLD/LAB-International
and the FBI's Quality&surance Standards for FeiceDNA Testing
Laboratories. <

0&
@)

R V%History:
%E ruary 9, 2010 — Initial version of manual.
e

September 24, 2010 — Added language to “1. Intton” to clarify the place of this manual withiruoManagement
System.

March 28, 2011 — Added Section 4.1.8, definitiohétap management” and “key management.” Listedipans for key
management were moved from 4.1.5j to 4.1.8 angdiséion of LIMS Manager was added to the list.

June 11, 2011 — Added/Revised language in theviiillg sections to reflect testing for outside jditsions: Sections 2, 4.4,
and 4.7.
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