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

Our Mission Statement:

=  DNA testing — providing high quality results in a timely fashion

= New York City — helping make our community a safer place

= Advancement — leading through innovation, research and education

Our Values:
= Quality
= Objectivity

* Integrity \OK

= Respect

0
Our Commitments: 6\

We serve the needs of the peopl@? New York City by
Service providing results to t ed'@ aminers and the criminal
justice community,

We always e Gic‘the b \)f ourselves and pursue the highest
Excellence standards i |n ork\@

We use ted -8cientific practices and are diligent i} all
Accuracy aspects ﬁlﬁa\ﬂbr :

Indeoendence We r ltsbased on proven scientific principles,
P ind den&undue influence.

Accountability ‘Q&é ho?Q\%ﬁr obligations and stand behind our work.

. . \’W tér an environment of trust and integrity, respecting gur
Professionali
gues and those we serve.
. acknowledge our common goals to work in partnership jwith
Cooperation . : :
ur professional community and other agencies.
Efficienc We manage time and resources responsibly without sacrifiging
Y accuracy or quality.
. We develop and optimize methods to enhance the scope of our
Innovation :
services.
. We encourage intellectual and professional growth through
Education L )
learning, innovation and exchange of knowledge.
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1. INTRODUCTION

This document is the Management System Manual for the New York City Office of Chief
Medical Examiner (OCME) Department of Forensic Biology. It is the top tier document in the
management system and provides an overall guide to the management/quality system of the
Department. It describes the Management System under which the Department of Forensic
Biology conducts its testing activities, including the guiding principles related to quality, and
with references to supporting documents. In terms of Standard 4.2.2 of ISO 17025:2005, this is
our “quality manual.”

2. SCOPE OF WORK

The OCME Department of Forensic Biology serves as the public }ﬁsic DNA laboratory for
the City of New York — a geographical jurisdiction of approxim million people throughout
the five boroughs. Stakeholders include, but are not limited e New York City Police
Department (NYPD) and the District Attorney’s Offices (DA@ each borough.

The OCME Department of Forensic Biolog ﬁgfomﬁfA testing in criminal cases and has
been doing so since 1991. Homicide, s ass d other crime evidence submitted to the
laboratory is examined and subjecte Identification as well as DNA extraction and
typing. The results are compared
Forensic Biology DNA databaseLi /or to forensic and convicted offender DNA

profiles maintained in the FBI €0 d DNA hdex §stem) database. The Forensic
Biology Missing Persons Gr erfoq}n

NA testing and kinship analysis in identification
cases, as well as DNA ty% |®ﬂ ified remains, personal references and family
comparison samples f IS Missing Persons Database; this database permits
comparison of refer dat @sDjurisdictions and thus provides closure to many families
with missing relati CJ

The Department of F@sm Biology investigates n@thods to be used for the analysis of
biological specimens so that its capabilities and service remain state-of-the-art. The Department
is a CODIS local laboratory.

The Department is responsible for the quality of DNA tests done for specialized projects that
may be subcontracted to private forensic DNA laboratories by the NYPD. The Department’'s
specific role in this context is to review controls and standards, review the DNA profiles and the
entry of eligible profiles into CODIS, prepare Quality Control samples for testing of contract
laboratories, manage and report DNA matches, and testify in a court of law.

Controlled versions of Department of Forensic Biology Manuals only exist electronically on the
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The Department of Forensic Biology also has work units that conduct testing in areas not
specifically related to criminal casework: a WTC unit that conducts DNA testing on remains and
exemplars related to the 2001 terrorist attacks on the World Trade Center in order to effect
identifications of the recovered remains; a Molecular Pathology Research team; and a Molecular
Genetics laboratory that conducts molecular testing of relevant genetic markers to support the
medical examiners in determining cause of death.

The Department performs testing under the following circumstances for jurisdictions outside of
New York City: (1) missing person and unidentified human remains cases from jurisdictions
within New York State, pursuant to grant awards from the National Institute of Justice (NI1J) and
(2) fee-for-service high sensitivity DNA testing for government units of other states or

jurisdictions. O\
The scientific analyses covered by this management system m@@ but are not limited to, the

following: 6\
1. Biological fluid detection Q
2. DNA analysis

O
a. Autosomal short tandem reﬁglts (f@
SN

b. Y-chromosome STRs \
c. Mitochondrial DNA KO

N
DS
3. DEFINITIONS 66 C)O

For the purposes of this,dQ@hent conformance with accreditation requirements, the
definitions given in the@wently @horized versions of the following documents apply:

5

ASCL D/LAB-D?& ati Supplemental requirements for the accreditation of forensic
science testingVab ies”

Federal Bureau of Investigation, “Quality Assurance Standards for Forensic DNA Testing
Laboratories”

4. MANAGEMENT REQUIREMENTS
4.1 ORGANIZATION

4.1.1 The Department of Forensic Biology is a publicly funded forensic testing
laboratory within the Office of Chief Medical Examiner (OCME). The OCME is
a part of the New York City Department of Health and Mental Hygiene
(DOHMH). The forensic testing authority of the NYC OCME is established in
Section 557 (f) of the New York City Charter.

Controlled versions of Department of Forensic Biology Manuals only exist electronically on the
Forensic Biology network. All printed versions are non-controlled copies.



MANAGEMENT SYSTEM MANUAL

DATE EFFECTIVE APPROVED BY PAGE
07-16-2012 MECHTHILD PRINZ 5 OF 30
4.1.2 The Department of Forensic Biology provides the users of its laboratory services

4.1.3

414

4.1.5

access to scientific analyses conducted in criminal investigations. These analyses
are conducted independently, objectively, reliably, and in accordance with a
management system that conforms to the requirements of ISO 17025, the
ASCLD/LAB-International accreditation program, the “Quality Assurance
Standards for Forensic DNA Testing Laboratories” issued by the Federal Bureau
of Investigation (FBI), and the accreditation program of the New York State
Commission on Forensic Science.

All Department of Forensic Biology laboratory testing activities subject to
ASCLD/LAB-International accreditation are conducted at the OCME DNA
Building, 421 East 26 Street, New York, New York 100

The Department of Forensic Biology is one of sey, \d'epartments within the
Office of Chief Medical Examiner. See the O rganizational CHdm

Director of Forensic Biology reports to the C edical Examiner; however, the
Chief Medical Examiner gives the Directo orensic Biology authority and
responsibility to conduct the tion e Department such that all test results
are free of bias and outside \ : pport services, such as Human
Resources and Financ I'to the Department of Forensic Biology by
other departments withi
over the testing actidties of eje sic Biology.

4.1.41The D'égéor ofs(oqgnsic Biology has responsibility and authority for the

ove cie t@ quality, and administrative operations of the
@artméeé'

?3 4.1@1 The Director of Forensic Biology has the responsibility and
O authority to direct the operations of the Department of

Q Forensic Biology.

(@ The Department of Forensic Biology is a single operational unit having
multiple responsibilities. The organizational chart of the Department of Forensic
Biology describes the relationships of the managerial and technical personnel who
are responsible for the implementation, maintenance, and improvement of the
management system. The roles and responsibilities of the Director, Deputy
Directors, Assistant Directors, Criminalists I-IV, Quality Manager, DNA

Technical Leaders, City Research Scientists, Casework CODIS Administrator,
Administrative Manager and Administrative staff are described in the STAFF
ROLES AND RESPONSIBILITIESand DNA TECHNICAL LEADER

documents in the Administrative Manual
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All personnel have the authority and responsibility to identify departures from the
management system. See the procedures for CONTROL OF
NONCONFORMING WORKand QUALITY INCIDENT REVIEWIin the

Quality Assurance/Quality Control Manual.

(b)  All Department of Forensic Biology personnel are required to abide by the
NYC DOHMH “Standards of Conduct for Departmental Employees”. In addition
to rules which prescribe conduct that could influence and adversely affect the
quality of the work performed by the Department of Forensic Biology, the
Standards include the “Conflict of Interest Law” that is set forth in Chapter 68 of
the New York City Charter.

The “ASCLD-LAB Guiding Principles of Professiona ’@ponsmlllty for Crime
Laboratories and Forensic Scientists” also provid idance with respect to
conduct expected of Department personnel. 6\

(c) All Department of Forengic Biol 3®9sonnel are bound by OCME
policies on confidentiality in the CME Policy Manual. Specific
requirements in support oraese polisies as they relate to the Department of

Forensic Biology are f@ Q inistrative Manaradl Quality
[ Maé{'

Assurance/Quality

(d) The Depﬁnent O\Gdrensm Biology’s Quality Assurance program is
designed to @sgram through which all Department operations are
transparem\ gn@? crutinized in order to provide assurances of a reliable
testing r “Conflict of Interest Law” that is set forth in the New York
\}

City CK

(e ME Organizational Chadefines the location of the Department
of ForenSi€ Biology within the Office of Chief Medical Examiner. The Forensic
Biology Organizational Chadefines the relationships between individuals and
within operational units of the Department of Forensic Biology. Within this
structure, the Technical Leaders and Quality Manager, in association with the
Laboratory Director and Deputy Directors, define the Guiding Principles for

Quality.

The Quality Assurance Team, under the direction of the Quality Manager,
provides support to the quality and technical operations of the laboratory. The
Criminalists in the Department of Forensic Biology must adhere to the
Management System guiding principles and procedures as they relate to their
work and responsibilities.
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(f&f.1) Information regarding the responsibilities, authorities and

interrelationships of all personnel who manage, perform or verify work affecting
the quality of tests is found in the Department of Forensic Biology organizational
chart, the STAFF ROLES AND RESPONSIBILITIE®d DNA TECHNICAL
LEADER documents in the Administrative Manual, and “Tasks and Standards”
documents.

(9) It is a guiding principle of the Department of Forensic Biology to provide
adequate supervision of testing staff at all times. The supervision provided to
trainees is described in the Forensic Biology Training Manual. The various case
examination and testing rotations are staffed with supervisors who provide
technical assistance and review test results. o

(h)  The Department has two DNA Technical Lé&rs, one responsible for
nuclear DNA technical operations (which mcluﬁ utosomal STR testing and Y-
STR testing) and one responsible for mitoch al DNA technical operations.
The Technical Leaders meet the qualificati and responsibilities defined by the
FBI's Quality Assurance Sta s for, nsic DNA Testing Laboratories. The
Quality Manager functions ai e tes{ | leader for serology testing.

() The Quality M |s onS|bIe for the overall implementation and
maintenance of th pec he Department of Forensic Biology management
system related t I|ty Quality Manager’s responsibilities are varied and
reflect the requi ents\' O 17025, the ASCLD/LAB-International

accreditation d the Quality Assurance Standards for Forensic DNA
Testing kakbratori he duties, responsibilities, and authorities of the Quality
Mana ed tbed in various documents within the Administrative, Quality
Ass ce/Quality Control, and Evidence and Case Management manuals.

The po@w of the Quality Manager in the organization is found in the Forensic
Biology organizational chart. The Quality Manager reports to a Deputy Director,
but has full access to the Director.

) Deputies are appointed for extended absences of a key manager or
whenever it is necessary to ensure that the critical functions of a position continue
during the manager’s absence. E-mail is one medium that may be used to notify
Forensic Biology staff regarding the appointment of deputies.

Controlled versions of Department of Forensic Biology Manuals only exist electronically on the
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4.1.6

4.1.7

4.1.8

4.2.1

The Department’s contingency plan for a vacancy in the DNA Technical Leader
position is found in the DNA TECHNICAL LEADERocument in the
Administrative Manual.

(k)  The Department utilizes its training program to provide its personnel with
an initial orientation on the relevance and importance of their activities and how
they contribute to the achievement of the objectives of the management system.
On-going communications within the laboratory reinforce the concepts introduced
during training.

Communication takes place at many levels within the Department. Regularly
scheduled meetings are held for managers; for supervisdrs and managers; and
within work groups. Records of meetings are maint and minutes of some
meetings are disseminated to all staff. Quarterly Q&aﬁ meetings are conducted
to inform staff of workload metrics and other |S§ f importance including those
related to quality assurance and the effectwe%I of the management system.

Electronic communications areéjbtilized wi e Department on a daily basis.

The Department of Forensi %Iog;«#‘%s a safety program developed and

administered by the OC par t of Health and Safety. The Forensic

Biology Safety Coordi responsibility and authority to work with an

OCME Health and%%« Offi o ensure that the health and safety program is
We@ in the Department of Forensic Biology.

implemented ang

“Top manag#nt" i Q’f}Department of Forensic Biology consists of those
individu ith th hest levels of administrative and operational authority:

put ector, and Assistant Directors. “Key management” consists
, irrespective of administrative authority, perform job functions
that are to the administrative and/or technical operations of the
Departﬂ%: Director, Deputy Directors, Assistant Directors, Quality Manager,
DNA Technical Leaders, Casework CODIS Administrator, and LIMS
Administrator(s).

4.2 MANAGEMENT SYSTEM

The Department of Forensic Biology documents, implements and maintains a
management system appropriate to the scope of its activities 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 York by providing high quality
Forensic Biology testing in a timely fashion. The management of the Department
of Forensic Biology is committed to conducting its operations in accordance with
a management system that meets the requirements of ISO 17025 and all
supplemental accreditation requirements, and to strive for continual improvement
of this system.

All staff is required to be familiar with the management system documentation
and to implement its principals and procedures in their work. This ensures that
testing is conducted independently, objectively, and relidlly, according to best
professional practice, and that the test results meet York State and Federal
standards. The Department of Forensic Biology eeks new methods to
analyze biological specimens so that its capablifi¢s and service remain state-of-
the-art.

Quality Objectives '\(g QO

» All scientific testing @'ﬂed '@e Department is monitored on a routine
basis by means g ity %Svol standards, proficiency tests, and audits.

» All scientific an an uipment operate within established performance
criteria and t %alit and-validity of the analytical data is maintained.

* Performan iterig<are followed.

e Thequ h&% crifi eagents is verified prior to their use in casework.

» The rtm es equipment and instruments with a performance standard
ap@riate@ e requirements of the tests for which they are used.

. @a ificati of the laboratory staff meet City of New York requirements and
the @ional requirements imposed by regulating bodies such as the New

Yorlﬁte Commission on Forensic Science, the National DNA Index System
(NDIS) Program, the FBI's Quality Assurance Standards for Forensic DNA
Testing Laboratories, and ASCLD/LAB.

» The scientific staff performing casework meets all proficiency testing and
continuing education program requirements.

* Technical problems are noted and appropriate correction is taken and
documented.

* The preventive action program is used to identify opportunities for
improvement.
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4.2.3 The management of the Department provides evidence of its commitment to the

4.2.4

4.2.5

development and implementation of the management system and its continual
improvement through a variety of mechanisms such as: 1) the Statement of
Quality Principals and Quality Objectives, 2) the provision of time and money for
training and continuing education of staff, including attendance at scientific
meetings; 3) the provision of financial and human resources for validation and
research; and 4) increasing the knowledge of staff with respect to quality
standards and accreditation by allowing staff to participate in quality-related
activities in the greater forensic community, e.g., as members of accreditation
assessment teams or as members of scientific working groups.

The management of the Department is committed t iding excellent customer
service. Itis also critically important that the Dep nt meet all accreditation
and statutory requirements. These goals are rough the guiding principles
described in the Department’s management m documents and in other ways:
1) maintenance of good customer comm tion with the NYPD, District
Attorney’s Offices, and the Cii | Justice’Coordinator (CJC) via regular

i ay municated to staff; 2) attendance at
meetings of the NYS C I8sio @ orensic Science, its DNA Sub-committee,
TWGSs) including the New York Crime
Laboratory Adviso YCLAC); and 3) responsiveness to
communlcatlonsé AS AB.

system ent of Forensic Biology. It contains the Department’s
guiding ©r: ted to quality and makes reference to supporting
rém technical procedures.

The ma@ement system documentation has three levels; levels | and Il comprise
“controlled documents”. Many of the manuals listed as “supporting documents”
consist of collections of individual procedures or forms.

The Manag Manual is an overall guide to the management/quality
&%
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. Management System Manual (top level document)
II. Supporting Documents

Serology Manual

STR Analysis Manual

Mitochondrial DNA Manual

CODIS Manual

Administrative Manual

Quality Assurance/Quality Control Manual
Evidence and Case Management Manual
Forms Manual

Training Manual \O

LIMS User Manuals Q
External Documents 6\

I11.Records (Technical and Quality) OO

\N

4.2.6 The Department has two '\Techné{eaders, one for nuclear DNA technical

operations and one for on

NA technical operations. The

gualifications and regx6 biliti the Technical Leaders are in conformance

with the FBI's Quak

sur Standards for Forensic DNA Testing

Laboratories. | %eral thg~Technical Leaders oversee the technical operations

and have th r|ty initiate, suspend, and resume

evaluate an rov, Idations and technical procedures and propose new or
alifi &@

modified

for ne
alloé the
specific

audits a

DNA analysis. They

cedures; review academic transcripts and training records

nalysts; approve the qualifications of analysts prior to
onduct independent casework; approve the technical
or outsourcing agreements; review internal and external DNA

pprove follow-up actions when necessary; conduct an annual review
of the management system manual and technical procedures used by the
Department as part of Management Review; and review and approve the forensic
DNA training, quality assurance, and proficiency testing programs in the
Department.

The Quality Manager is responsible for the overall implementation and
maintenance of the management system related to quality. The responsibilities
include monitoring laboratory practices to verify continuing compliance with
Departmental guiding principles and procedures; evaluating and maintaining
instrument calibration and maintenance records; coordinating the document
control process; investigating technical problems in association with the DNA
Technical Leader(s) and implementing remedial action as needed; administering
proficiency testing and evaluating results; conducting or coordinating internal

Controlled versions of Department of Forensic Biology Manuals only exist electronically on the
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guality audits; proposing corrections and improvements in the quality system;
recommending training to improve the quality of laboratory staff; and assisting in
the preparation of a Management Review report for consideration by, and
discussion with, the laboratory managers. The Quality Manager also serves as the
technical leader for the serology testing activities conducted by the Department.

Additional details are found in the STAFF ROLES AND RESPONSIBILITIES
document in the Administrative Manual.

4.2.7 The processes for documenting changes to the management system are described
in the DOCUMENT CONTROIlprocedure in the Administgative Manual. The
requirements for review and approval ensure that all @) sed changes are
considered thoroughly with respect to their effect o partment operations and
conformance with accreditation requirements. 6\0

OK

4.3 DOCUMENT CONTROL

The Department of Forensic Biology oIs the cuments that comprise its management
system. This ensures that staff ¢ s thei rk in accordance with the most current
authorized guiding principles a ced See the DOCUMENT CONPR©@Eedure

in the Administrative Manual

4.4 REVIEW OF REQ&S &ERSAND CONTRACTS

A request occurs n evigence is submitted to the Department for testing; a tender is the
Department’s onse at request; acwhtr act is a written or oral agreement between
the Departmen equestlng agency to provide testing services.

All requests are reviewed to determine whether the Department performs the testing
requested, and whether the testing can provide a reasonable attempt to answer the questions
at issue.

The Department’s acceptance of evidence for NYC cases establishes a contract with the
submitting agency for the particular case.

Formal written agreements are required when testing is requested from outside jurisdictions.
The templates for the written agreements are legal documents provided to the Department
and are classified as “Externally Controlled Documents.”

» A separate “High Sensitivity DNA Testing for Outside Jurisdictions” agreement must be
completed for each individual case submitted for testing.

Controlled versions of Department of Forensic Biology Manuals only exist electronically on the
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* A “Forensic Anthropological and/or DNA Testing for Outside Jurisdictions” agreement is
completed on a per agency basis, and is applicable to each case the agency submits
subsequent to the completion of the agreement.

By submitting evidence to the Department of Forensic Biology, our customers agree to allow
the Department to select the appropriate methods to be used in its analysis.

44.1

4.4.2

4.4.3

444

445

The EVIDENCE SIGN-INprocedure in the Evidence and Case Management
Manual includes the processes for the review of requests for analysis,
documentation of such reviews, and acceptance for testing.

The Department maintains records of reviews in vario ‘%cations, including the
“Schedule of Analysis”, deferrals, and records of caﬁmmunicaﬁons.

While the Department of Forensic Biology doeé@routinely subcontract work to
outside laboratories, the possibility exists th & might become necessary.
Should that occur, the reviews egll cover @ubcontracted work.

In most cases — except fo 7\ b% d by outside jurisdictions for high
sensitivity DNA testing i tween the analyses requested and the
analyses performed ent are permitted as long as customers are
informed of those the written analysis report or through e-mail or
telephonic notifi eptione calls and e-mails are documented in the case
commumcaﬂoﬁ

If a dev{n&\ rom Qﬂhtten agreement for “High Sensitivity DNA Testing for
isd

QOutsid s” IS necessary, a new written agreement must be prepared.
If th reement with a customer needs to be amended, the proposed
amend |s reviewed in the same manner as the original agreement. Customers

are notified as described in 4.4.4 above. Affected Department personnel are
notified verbally or in writing.

4.5 SUBCONTRACTING

The Department of Forensic Biology does not routinely subcontract (outsource) work, but
reserves the right to do so. When testing that is within the scope of the Department’s
accreditation is subcontracted by the Department to an outside laboratory, the Department
ensures that the work is placed with a competent subcontractor. The Department also
ensures that subcontracting requirements of the FBI's “Quality Assurance Standards for
DNA Testing Laboratories” are met when it uses vendor laboratories for forensic DNA

testing.
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See the SUBCONTRACTING@rocedure in the Evidence and Case Management Manual.

4.6 PURCHASING SERVICES AND SUPPLIES

The quality of the tests conducted by the Department of Forensic Biology depends upon
various services and supplies that meet prescribed specifications. The procurement processes
that allow the Department to obtain the appropriate services and supplies are found in the
PURCHASING SERVICES AND SUPPLIEgocedure in Administrative Manual.

o
4.7 SERVICE TO THE CUSTOMER \

related to testing on submitted evidence and cooperat such requests whenever feasible

The staff of the Department of Forensic Biology consi er; omer requests for information
and reasonable.

c?ys g& are to be performed is made by the

f the @yitlence submitted and/or available, and

[ pplied by the submitting agency (e.g., NYPD
examinations, and NYPD reports), discussions
it, discussions with the outside jurisdiction’s

4.7.1 The decisions regarding the
Department after evalu
through review of the |
vouchers, request
with the NYPD

representative nd/ cussions with assistant district attorneys (ADAs). The
scheduled, isC anpprioritized items are negative and additional
evidenc be ined, or if additional evidence is accepted by the

Depar
co

t. R s of oral discussions with customers are maintained in the
|cati@§gs

Reques@y customers for visits to the Department offices to discuss evidence,
case analyses, and/or court testimony preparation are handled on a case-by-case
basis. Visits to the laboratories are minimized in order to lessen work disruptions;
however, entry is allowed if all required practices for gowning and provision of a
DNA sample (as described in tBECURITY procedure in the Administrative
Manual) are followed.

Requests by defense attorneys and/or experts to observe testing must be submitted
in writing. See details in the ATTORNEY REQUESPfcedure in the
Administrative Manual.

The Department holds regular meetings with the NYPD DNA Liaison Unit to
discuss Liaison Unit requests and to clarify issues regarding submission of
evidence for biological testing.
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4.7.2 The Department utilizes several mechanisms to obtain feedback from its
customers. These include, but are not limited to: (1) Regular meetings with
representatives of the NYPD DNA Liaison Unit to discuss operational issues; (2)
Attendance at task force meetings conducted by New York City Criminal Justice
Coordinator or the New York District Attorney’s offices; and (3) a customer
satisfaction survey.

4.8 COMPLAINTS

The Department of Forensic Biology is committed to high standards of quality in testing and
customer service. Complaints about the performance of the D@\ent of Forensic Biology
that are received from customers or other parties, or from lab ry employees regarding the
quality related aspects of the Forensic Biology managem &em indicate possible

problems with the Department’s management system a e treated seriously.

The processes for addressing complalnt e fou e COMPLAINESduUre in the
Administrative Manual.

4.9 CONTROL OF NONCONFOR@@ ,%QNG

It is critical that all technical (]é (@; that may compromise evidence integrity or the

accuracy of casework ana |s are zdt with upon discovery or at the earliest opportunity so
that the non-conformi ng can be appropriately evaluated and corrected. In some
situations the evaluatiémay ate that a formal quality incident review is necessary.

The identificatj oK&’non rming work or testing activities can occur during a variety of
activities: data as reviews, instrument calibration checks, reagent performance
checks, and audit ame a few.

See the CONTROL OF NONCONFORMING WORifocedure in the Quality
Assurance/Quality Control Manual.

4.10 IMPROVEMENT

The management and staff of the Department of Forensic Biology recognize that quality
assurance is an ongoing process, and that any management system, no matter how effective,
can always be improved in some way. The Statement of Quality Principles, internal and
external audits, quality incident and preventive action reviews, management review, and
analysis of miscellaneous operational data allow the Department to identify opportunities for
improving the effectiveness of the management system.
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4.11 QUALITY INCIDENT REVIEWS

Quality incident review is a reactive process to deal with complaints or problems. The
Department of Forensic Biology implements its quality incident review process when non-
conforming work of a serious nature or failure(s) to comply with the guiding principles and
procedures of the management system—whether administrative or technical—have been
identified. A timely and thorough quality incident response is necessary in order to ensure
that a problem is effectively corrected and to minimize the likelihood that the problem will
recur.

a variety of activities, such as case file reviews, audits, mana t reviews, feedback from

Problems with the management system or the technical operwﬂay be identified through
customers, and staff observations. .
N

See the QUALITY INCIDENT REVIEWprocedure in the lity Assurance/Quality
Control Manual.

O
4.12 PREVENTIVE ACTION \'\% \Q

Preventive action is a pro-activ Qess
prevent problems befotbey ogqulfath
nsi

complaints. Department o&

entify opportunities for improvement and to
n a reaction to the identification of problems or
gy staff are expected to recognize areas in the
management system th |d be inMproved or that present potential sources of non-
conformities and to fol@e PREVENTIVE ACTIOptocedure in the Quality
Assurance/QuaIity@ut OINQR@aI to bring those issues to management’s attention.

4.13 CONTR&%F @RDS

Records provide doetimentation that activities required by the management system guiding
principles and procedures have been performed. Records that must be maintained include
technical records related to the testing of submitted evidence and quality records such as
audit reports and quality incident review reports.

The Department’s overall processes with respect to the identification, collection, indexing,
access, filing, storage, maintenance and disposal of quality and technical records are found in
the CONTROL OF RECORDS§grocedure in the Administrative Manual. Individual
management or technical procedures may also contain requirements specific to the records
that are created during a procedure.
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4.14 INTERNAL AUDITS

Internal audits are a critical component of the Department of Forensic Biology’s management
system. The internal audit program of the Department is designed to verify that its
management system is functioning correctly and in compliance with its own procedures and
with ISO 17025, ASCLD/LAB-International policies and supplemental requirements, the
Quality Assurance Standards for Forensic DNA Testing Laboratories, and New York State
accreditation requirements.

See the AUDITS AND ASSESSMENT[®ocedure in the Quality Assurance/Quality Control
Manual.

\
415 MANAGEMENT REVIEWS (b@
Management review is a tool used by the management o&%epartment on an annual basis
to (1) ensure the continuing suitability and effectivenes( he management system and its
testing activities and (2) identify and introduce nece changes and improvements.
Whereas internal audits are used to de trat the laboratory is “doing things right”,
management review is a mechanisr?ﬁgnsur that’ the laboratory is “doing the right things”.
Opes of information, including, but not limited
ocedures; reports from managerial and
supervisory personnel; intern rts; corrective and preventive actions; external audit
and assessment reports; resul(s,T proficiency tests and case reanalysis; changes in the
volume and type of wark} ust($ eedback; complaints; recommendations for
improvement; the | ory, ality objectives; and miscellaneous factors if relevant, such
as quality controk itie {gources, and staff training.

See the MANAEEME(I&YSTEM REVIEVirocedure in the Administrative Manual.

Management reviews take acc m
to: the suitability of guiding pgc

. TECHNICAL REQUIREMENTS
5.1 GENERAL

5.1.1 The Department recognizes that many factors contribute to the accuracy and
reliability of the tests conducted on submitted evidence, including human factors,
e.g., personnel education, training, and skills; laboratory facilities and their
associated environmental conditions; test and calibration methods; method
validations; equipment; measurement traceability; sample selection; and the
handling of evidence.
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5.1.2 The extent to which the factors listed in section 5.1.1 contribute to variations in

5.1.3

test results can vary considerably between types of tests. Although the types of
tests conducted by the Department do not require a rigorous evaluation of
uncertainty of measurement, it is nevertheless important for staff to understand
the limits and inherent variability of the tests being conducted so that the forensic
significance of the test results is not overstated.

Reliable testing depends upon reagents that work as expected. A significant
portion of the Department’s quality assurance program is dedicated to reagent
preparation, labeling, and performance verification. See the REAGENTS
procedure in the Quality Assurance/Quality Control Manual.

O
5.2 PERSONNEL \

521

5.2.2

be assured if the staff that conducts the test s the requisite education,
training, and experience. Thisdnclude heoretical knowledge and practical
skills. The training progra h\ renﬁﬂslology methods is designed to establish
consistency of performang%etwe individual analysts and maintain the highest
possible level of perfo e. The TRAINING MANUAL describes

in detail the Depart @gwd&rinciples and procedures with respect to

The quality of testing conducted by the Dep&? t of Forensic Biology can only
a

analyst training.

5.2.1.1 The trainj pro g)s documented in the TRAINING MANUAL. The
progra ihclu g&?rocedures for retraining and maintenance of skills and
e e.

5.2. eF QSIC Biology training program has a courtroom testimony training
comq§:é

The overg goal of the training program is to prepare analysts to reliably and
accurately perform the functions required by their specific positions. Itis a
guiding principle and goal of the Department of Forensic Biology that the
gualifications of the Department staff meet or exceed City of New York
requirements and the educational requirements imposed by the New York State
Commission on Forensic Science, the NDIS Program, the FBI's Quality
Assurance Standards for Forensic DNA Testing Laboratories, and ASCLD/LAB.
The scientific staff performing casework must meet all proficiency testing
program and continuing education standards as an integral part of the overall
Quality Assurance program.

Analyst training is divided into modules. The number of modules taken depends
on the job title and prior forensic experience of the trainee; fewer or additional
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5.2.3

5.24

5.2.5

5.2.6

modules may be given depending on the particular job assignment of the trainee.
Members of specific teams may be trained in techniques used only by that team or
by experienced members of that specialty team. Training follows the standard
model of observation, practice, and competency. Training samples may be
provided by the Training team or a specialty team.

The training needs of the Department depend upon many factors including
statutory and regulatory requirements, the number and type of case submissions,
the available testing technologies, and the intended work assignments of staff and
their existing levels of expertise. Because changes in any of these factors can
change the Department’s training needs, the Serology and DNA training programs
are monitored by upper management, supervisors, antgi e DNA and Serology
technical leaders. A section in the Training Manual upplemental training”
addresses how staff is trained in new procedures (\

The effectiveness of training is evaluated at VQ us stages. This is described in
the TRAINING MANUAL. By having am ase training program with

various levels of review and nstr f competency, it is anticipated that an
analyst’s weak points will ice d can be addressed. After training has
been officially complete ‘?)%om &ervisory observations, case file review, and
proficiency testing pr o0 monitor whether the training programs have
effectively prepare r@m their assigned job tasks.

Casework in par |s generally conducted by Department employees;
however, th ar reserves the right to use contract personnel as necessary.

cla t|on Crrmlnallst series. Tasks and Standards plans are prepared
annually fo h laboratory employee, and contain position responsibilities and
perfor e expectations.

The D n talns general City position descriptions for all job
:gll

The TRAINING MANUAL describes (1) how authorizations to perform testing
and/or function in a particular position are documented and (2) the maintenance of
training records.

All technical personnel are required to meet the education and competency test
requirements of ASCLD/LAB.

5.2.6.1 All analysts have a baccalaureate or advanced degree in a natural science,
criminalistics, or a closely related field. Further, all DNA analysts, DNA
technical leaders, and the casework CODIS administrator meet or exceed
the minimum coursework requirements of the FBI's “Quality Assurance
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Standards for Forensic DNA Testing Laboratories.” Educational
requirements are included in the City job descriptions.

Demonstration of competency is an integral part of the Department’s
training program. See the TRAINING MANUAL.

5.2.6.1.1 At the conclusion of training in any particular analytical
procedure, an analyst trainee must successfully complete a
competency test using that procedure in order to use that
procedure in casework. In general, a competency test is
prepared in-house with the key to the results being supplied to
the supervisor, Assistant Directors, releyant technical leader(s),
and/or Director. (5\'

5.2.6.1.2 Crime Scene processing is no aunction assigned to the
Department of Forensic BioloQjy? However, Forensic Biology
staff may occasionally assistthe OCME’s Special Investigation
Unit (SIV) to& de lized crime scene reconstruction
expertlse

5.2.6.1.3 Tec p ersonnel complete competency testing for
ced or which they have been trained.

5.2.6. 1 &mo on of competency prior to independent casework is
equ or technical support personnel and analysts that
t Serology and DNA testing.

527 Eac?ﬁembeq‘?)he scientific staff has access to literature references and
referenc aintained by the Department. Methods manuals used in the
Iaborat@ontaln bibliographies listing references in the scientific literature.
Publications pertaining to in-house methods are given to each trainee in the form
of an online Reference Binder. Additionally, OCME professional staff has
internet access, and library privileges are available at the New York University
School of Medicine.

The Training Group electronically distributes a discipline-relevant article to all
staff on a regular basis. The literature review program is described in the
TRAINING MANUAL.
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5.3ACCOMMODATION AND ENVIRONMENTAL CONDITIONS

531

5.3.2

5.3.3

534

All technical procedures used by the Department of Forensic Biology specify any
environmental conditions that may be important for the correct performance of
the tests.

The Department of Forensic Biology monitors the temperatures of all freezers,
refrigerators, heat blocks and incubators that are used for storage of evidence and
casework samples. Monitoring is conducted on a daily basis when the laboratory
is open. Room temperature readings are also recorded in each laboratory.
Contamination is monitored with a variety of control samEIes used in testing.

organized so that the areas for DNA extraction, P et-up, and amplified DNA
processing are physically isolated from each o In addition, measures such as
required use of protective clothing when in IaU\ tories have been implemented in
order to minimize the potential for contamigatlon events. See the EXOGENOUS
DNA PREVENTION procedureV€ithe Assurance/Quality Control Manual
and the GENERAL GUID%{/\ S FQR'BNA CASEWORK in the STR

Procedures Manual.
QY

The Department 0@19 sic@@)gy is a controlled-access environment.

5.34.1The SE ITYpQ dure in the Administrative Manual describes
mea use(@y the Department to maintain building and laboratory
se@y. ((\@
?ia(;) @ance to Department work spaces is available only to personnel
a h@ d by the Director to have access. Personnel with various levels
o‘-@u cess include members of the Department of Forensic Biology,

student-interns, and other selected OCME employees, such as custodial
staff. Visitors must be escorted by a Forensic Biology employee.

To minimize the potential for carry-over contaminati?\ge laboratory is

(b) Entrance to the OCME DNA Building is controlled by a

combination of security personnel and an electronic lock system. Cameras
are situated throughout the inside of the building and at key spots outside
the building. Cameras are monitored by OCME Security in the security
command center located on tH&fBor.

(© An electronic lock system controls access to all Department office
and laboratory areas. Individual offices are accessible via keys.
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5.35

5.3.6

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

(e The building is staffed by security officers 24 hours/day, 7
days/week.

()] The majority of evidence brought into the QCME DNA Building is
kept in the custody of the OCME Evidence Un; @ re and after
examination by Department criminalists. Th%idence Unit is not part of
the Forensic Biology forensic operation % e Evidence Unit storage
areas are accessible only to select me@ s of the Evidence Unit via ID
card readers.

Post-mortem items t a}h st b()pt frozen are stored in freezers located
on the 4 and &' flo eezer rooms are accessible only to
members of the I@ tme{{ Forensic Biology.

OCME Facilities p eﬁb rm routine cleaning of the Department’s
laboratory and e area a daily basis. Documented specialized cleaning of
laboratory ? ted monthly by Department of Forensic Biology staff.
See the LA% SHEET form.

The H(gth &cﬁsprogram is described in the Administrative Manual

Manual OCME Department of Health and Safety maintains Health and
Safety pfegram manuals for the Department and the agency. These manuals are
available to all Department staff on the Department server.

a. OCME Chemical Hygiene Plan
b. 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 technical employee is required to attend.
Attendance records and a Right-to-Know manual are available from the 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 kept as electronic copies in the Forensic
Biology main drive. The sheets are updated as required.

54TEST METHODSAND VALIDATION

54.1

54.2

54.3

The Department of Forensic Biology uses methods appropriate to the purposes for
which testing is conducted. The DOCUMENT CONTRfrocedure describes
how procedures are created, revised to maintain currency, and made available to
staff. DNA technical procedures are checked at least annually against an
appropriate and available National Institute of Standards and Technology (NIST)
standard reference material or standard traceable to a T standard.
5.4.1.1 All internally-generated technical procedur \e' maintained in electronic
form on the Department server and are fable to all staff. Controlled
procedures and/or instructions of exte origin are available to staff at
the locations indicated oeDthe extee@ocuments master list.

5.4.1.2 Technical procedu le ontrols and standards that must be used
during testing. g&e of roIIed forms ensures that the identities of
the controls a @sed in a specific test are maintained in the case
record. O

Test methods in partment are validated to ensure that they are

approprlate ein &éd purpose. By submitting evidence to the Department

of Forensj | lo r customer(s) agree to allow the Laboratory to select the

metho In the analyses. At a minimum, information regarding the
met?gs of IS is provided in test reports; however, at the discretion of the
Director, O ommunication mechanisms such as website postings may be
develoo provide this information.

5.4.2.1 All DNA test procedures used in the Department are validated to an extent
that meets or exceeds the validation requirements of the FBI Quality
Assurance Standards for Forensic DNA Testing Laboratories. Serology
test procedures are validated to the extent necessary to ensure that test
results are reliable. Validation records are maintained indefinitely.

The decision to develop and/or validate new or revised test procedures is made by
Department management based upon a variety of factors. These include, but are
not limited to, the availability of new commercial products for DNA testing; the
need for operational efficiencies; changes in analytical equipment or software;

and casework analysis issues that require new or revised approaches to testing.
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54.4

5.4.5

5.4.6

5.4.7

See the VALIDATION procedure in the Quality Assurance/Quality Control
Manual.

The test procedures used by the Department are not Standard Methods as defined
by ISO (i.e., a procedure published by ASTM or a similar body that is recognized
as authoritative on a national or international level). Therefore, all test methods
used must be validated internally.

The VALIDATION procedure in the Quality Assurance/Quality Control Manual
describes the Department’s approach to validation of analytical procedures.

5.4.5.1 Validation is the confirmation by examination a e provision of
objective evidence that the requirements for cific intended use are
fulfilled. . ?b'
O
5.4.5.2 Analytical procedures used in the De ent are validated to ensure that
they are appropriate for the intend rpose and meet the requirements of
the FBI Quality Assura){%Sta for Forensic DNA Testing

Laboratories. (l>
5.4.5.3 Validation proj A@re d ned to provide information with respect to the
characteristgv he ing, including precision and inherent limitations.
The conclystes a@ ults generated by tests conducted within the
Depart of FaremnsSic Biology have associated ranges which constitute

“posiim : es%@ his accounts for any uncertainty inherent in the testing
pF S.

The?&art f Forensic Biology is not a calibration laboratory, nor does it
perform i calibrations. The test results reported by the Department of
Forensi ogy are identifications and comparisons that are qualitative in
nature, and per ASCLD/LAB policy, the Department is not required to have a
procedure for estimating the uncertainty of measurement for qualitative results.
Furthermore, the population statistics found in DNA reports are calculations, not
guantitative measurements subject to the uncertainty of measurement
requirements of ISO 17025. Nevertheless, analysts should be familiar with the
level of precision in their test procedures so that they do not overstate the
significance of their findings in their test reports.

See the CONTROL OF DATArocedure in the Quality Assurance/Quality

Control Manual for a discussion of measures that the Department follows to
ensure that (1) manual calculations and data transfers generated during testing are
suitably checked; (2) Department-developed database programs and/or
modifications to commercial software—such as calculations programmed into the
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test methods in the LIMS—are subjected to performance checks prior to use; (3)
electronic data is protected; and (4) computers and automated equipment are
maintained and are used in environmental conditions suitable for correct
operation.

5.5 EQUIPMENT

The Department of Forensic Biology uses equipment which is suitable for the tests conducted
by the Department for casework. The Department does not use equipment that is outside of
its permanent control.

Equipment performance specifications relevant to the tests cond d by the Department are
established during validation and are described in the test pro es. Effective programs
for conducting performance checks, calibrations and maint e of equipment are essential
for establishing confidence that the required performanc cifications are attained and that
the equipment can produce reliable test results. Anal aining programs and competency
tests ensure that equipment is operated b properlydé)ved staff.

See the EQUIPMENT CALIBRATION\G{ND MN!@%NANCEprocedure and individual

calibration, performance check, a \nte \e procedures in the Quality
Assurance/Quality Control Ma mformatlon on equipment maintenance,

calibration, and performance s; and equipment identification, labeling, and
records.

5.6 MEASUREM E@AC ILITY

Traceability sn.@rts th¢%i idity and accuracy of test measurement results. Traceability is
established by documented unbroken chain of calibrations or comparisons linked
to the relevant pri @ standards. The chain of comparisons must, when possible, extend to a
national or international standard.

5.6.1 Calibration is defined as the set of operations that establish, under specified
conditions, the relationship between values of quantities indicated by a measuring
instrument or measuring system, or values represented by a material measure or a
reference material, and the corresponding values realized by standards. The
EQUIPMENT CALIBRATION AND MAINTENANCE procedure identifies the
“critical equipment” that the Department believes to have a significant effect on
the accuracy or validity of test results and for which calibration programs have
been established.
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5.6.1.1 The specific requirements of the analytical work are considered when
designing calibration and performance check programs for equipment.
Manufacturer's recommendations, where applicable, are also considered.

5.6.2 The Department of Forensic Biology is not a calibration laboratory, nor does it, as
a testing laboratory, perform its own calibrations on measuring and test equipment
such as balances and pipettes. Where necessary, the Department ensures
traceability of measure by using external calibration services that are accredited to
ISO 17025 and that provide certificates that show that the measurements are
traceable to a national or international reference standard. Details on traceability
requirements for specific equipment are found in the individual calibration and
maintenance programs/procedures in the Quality Assubfﬁce/Quality Control

Manual. X
O

5.6.3 Procedures for the calibration of standard WeiﬁQsed by the Department for
intermediate performance checks of balances‘\ cumentation and traceability of
reference materials and reference collecti and transport and storage of
reference standards and refe matérials are found in the Quality
Assurance/Quality Control al. & cedure might be included within
another procedure, for le, t ogram and procedure for the calibration of
the Department’s sta wei is included in QC 120 (Balances: Verification
and Maintenance) nati , a stand-alone procedure may exist, for example,
the CONTROL QF REFERENCE COLLECTIONSocedure in the Quality
Assurance/Qu% onsQJ'Manual.

* A @Q
N
5.7 SAMPLING K(') o@

During the exakﬁq |@9 evidence by the Department of Forensic Biology, analysts use
their training, expce and competence to select appropriate samples to carry through
testing. The conclusions reported apply only to the samples tested and do not apply to the
portions not tested. Because this is “sample selection” and not “sampling”, the Department
does not have documented “sampling plans” or “sampling procedures”.

The EVIDENCE EXAMINATION procedure in the Evidence and Case Management
Manual contains guidance with respect to selecting appropriate samples for testing.

5.8 HANDLING OF TEST ITEMS

Ensuring the integrity of evidentiary items is a critical part of the work conducted by the
Department of Forensic Biology. Storing evidence under conditions that could harm the
evidence might affect the Department’s ability to obtain informative test results. Failing to
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clearly identify and track items through proper marking and chain of custody could cast
doubt on test results and might prevent such results from being accepted in court.

The EVIDENCE CONTROLprocedure in the Evidence and Case Management Manual
describes how the Department transports, receives, handles, protects, stores, retains and/or
disposes of evidence. This includes the laboratory’s specimen identification system, its
definition of evidence vs. work product, and its guiding principles on sample consumption.

The Department maintains individual characteristic DNA databases on Suspect samples and
“Lab Types” samples. See the Forensic Biology CODIS Manual for specific information on
the operation of the suspect database; suspect samples are evidentiary samples and are
handled as such. The “Lab Types” database is used as a mech m to detect inadvertent
contamination of evidentiary samples. SeellAB TYPES DATA%,; procedure in the

Quality Assurance/Quality Control Manual.

e>\°
59ASSURING THE QUALITY OF TEST RESULT

5.9.1 The Department of Forensj &olog \ gJallty Assurance program is designed to
i operations so they may be scrutinized in

order to provide ass of r
in the program are

. externa@mlen&stmg
tS of

ted evidence

e a m o nical and administrative review of case data and reports

. of positive and negative controls

\perfor ce checks of DNA typing procedures using a reference material
tr le to National Institute of Standards and Technology (NIST)

S ard reference material(s)
* monitoring and evaluation of court testimony

The Quality Assurance Team and DNA Technical Leaders monitor the results of
external proficiency testing, evidence reanalysis, results of testing with NIST-
traceable materials, and court testimony. Problems in any area are dealt with via
the CONTROL OF NON-CONFORMING WORHKnNd/or the QUALITY

INCIDENT REVIEW procedures.

5.9.2 Test data, including all controls for a particular test set, are reviewed by an
analyst, most often a supervisor, assigned to the rotation for the particular test.
The individual test procedures describe what it means for a control to “fail” and
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the steps that must be taken when this occurs so that incorrect or unreliable data is
not reported.

5.9.3 The external proficiency testing program demonstrates the quality of the scientific
service offered by the Department of Forensic Biology, and serves as a
mechanism for critical self-evaluation. The Department’s proficiency testing
program is described in the PROFICIENCY TESTING PROGRgtbcedure in
the Quality Assurance/Quality Control Manual. It is designed to conform to all
requirements of the ASCLD/LAB-International accreditation program and the
FBI's Quality Assurance Standards for Forensic DNA Testing Laboratories.

5.9.4 Atechnical review is an evaluation of reports, notes, d and other documents to
ensure an appropriate and sufficient basis for the scj ic conclusions. ltis an
in-depth review of all analytical testing performed iJ Ufe case. It ensures that
laboratory procedures were followed, QA/QC dures were followed, data
were interpreted correctly, and that the final r t accurately reflects the
underlying data. See tH&ECHNICAL REVLE@procedure in the Evidence and

Case M t Manual. V
ase Management Manua '\(Q Q

@ron of the report and supporting

reporting procedures, selected requirements
and for editorial correctness. An administrative
review is the final r erfofmed on all cases. It ensures that notes and
worksheets ac ely sefléCt case numbers, victim and suspect names, and police
evidence co nu @f ; and that examination notes are numbered and initialed
correctly\ése the INISTRATIVE REVIEV@rocedure in the Evidence and

ger@‘ManuaL

5.95 An administrative revie ev

documentation for co ncy
for marking case d@p ntag
w

Case %@

5.9.6 Courttesti Is the culmination of the work performed by the Department’s
scientis 0 ensure that court testimonies are well documented, relevant, and

presented in a clear and professional manner, the testimony of each testifying
analyst is monitored at least once per yeatr, if testimony is rendered. See the
COURT TESTIMONY MONITORINGprocedure in the Quality
Assurance/Quality Control Manual.

5.9.7 Court testimony monitoring records are maintained for a minimum of one
ASCLD/LAB-International accreditation cycle.

510 REPORTING THE RESULTS
5.10.1 All test reports accurately reflect the test data. The REPQiRG&dure in the
Evidence and Case Management Manual provides instructions for report

preparation and formatting that incorporate the requirements of ASCLD/LAB-
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International and the FBI's Quality Assurance Standards for Forensic DNA
Testing Laboratories.

5.10.2 The information required by these ISO 17025 clauses, where applicable, is found
either in the case report or in the case record.

5.10.3 The information required by these ISO 17025 clauses, where applicable, is found
either in the case report or in the case record.

5.10.4 The Department of Forensic Biology is not a calibration laboratory and does not
issue calibration certificates. \

5.10.5 All opinions and interpretations in case reports are upon data and
observations documented in the case record. Re clearly indicate where
conclusions/interpretations have been include(b\

5.10.6 The Department of Forensic Biglogy doe routinely subcontract work to
outside laboratories. When i}\ , th rt of the subcontracting laboratory is
he su

provided to the customer b% actor’s own letterhead, and the results
are not incorporated int@rtii\i@e by the Department.

5.10.7 lItis the routine pra@f th artment of Forensic Biology to transmit reports
electronically. TRi sn act on the content of the reports; therefore,
conformance @he reguirements of ISO 17025 is maintained. The recipients
are verified{& sur&@og'appropriate confidentiality is maintained.

5.10.8 The D @nen Q;N\izes report templates to ensure that all necessary information
IS in@ed a promote clarity of content.

5109 Ifa rep@ ound to contain an error that affects the ability to use the report, an
amended report is issued to correct the error. When additional analyses are
performed after a report has been issued, an additional repgrtepared. The
format and content comply with all requirements of ASCLD/LAB-International
and the FBI's Quality Assurance Standards for Forensic DNA Testing
Laboratories.
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Revision History:

February 9, 2010 — Initial version of manual.

September 24, 2010 — Added language to “1. Introduction” to clarify the place of this manual within our Management
System.

March 28, 2011 — Added Section 4.1.8, definitions of “top management” and “key management.” Listed positions for key
management were moved from 4.1.5j to 4.1.8 and the position of LIMS Manager was added to the list.

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

July 16, 2012 — add City Research Scientists to list of staff in Section 4.1.5; minor changes for conformance with the use of
a LIMS, e.g., “communication log” instead of “case contacts”, change software modification example in Section 5.4.7;
clarified that annual Right-to-Know training is required for technical personnel rather than “all” personnel (Section
5.3.6); Section 5.2.3—changed “no contract employees” statement to one that keeps the use of contract employees as

an option.
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