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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

\2
Q’\
\(1/

Our Values: Q
= Quality %\

=  Objectivity

= |ntegrity

= Regpect

\
O
Our Commitments: 6 \'

We serve the neng& @f New York City by
providing resul % xaminers and the criminal

Service
justice commgn
Excellence We alwa tthe of ourselves and pursue the highest
standard ur wark
We use valid tewentlflc practices and are diligent i} all
Accuracy aspects of our
Independence

indepen f undue influence.

We rep(%\g&ﬂt% based on proven scientific principles,

»
Accountability We h@ ur obligations and stand behind our work.
f

fgkter an environment of trust and integrity, respecting gur
olleagues and those we serve.
Cooperation (%e acknovv_ledge our common goals to work _in partnership
AQ our professional community and other agencies.
Efficien é We manage time_ and resources responsibly without sacrifig
C\ accuracy or quality.
Inn - We develop and optimize methods to enhance the scope of
y f 4&’ services.
N

: We encourage intellectual and professional growth through
cation L :
learning, innovation and exchange of knowledge.

Professionalism

Wwith

ng

our
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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 e
Department. It describes the Management System under which the Department of Fbsg c
Biology conducts its testing activities, including the guiding principles related to , and
with references to supporting documents. In terms of Standard 4.2.2 of ISO 1\ 2005, this is

our “quality manual.” '\

2. SCOPE OF WORK

The OCME Department of Forensic Biology serves as the public o@ DNA laboratory for

the City of New York — a geographical jurisdiction of approximat Million people throughout
the five boroughs. Customers include, but are ngt limited to, t w York City Police

Department (NYPD) ,the District Attorney’s Offi (DAO) | borough, the Mayor’'s
Office, the New York City Council, the Citizen ew Y{@
*

L
The OCME Department of Forensic BigQl erfor
been doing so since 1991. Homicide al as
laboratory is examined and subject body
typing. The results are compare N o)
DNA database (LDIS), and/or to fOrensjc

FBI CODIS CombinedDNA Index §s
Group performs DNA testing and Ki

A testing in criminal cases and has
and other crime evidence submitted to the
dentification as well as DNA extraction and
of named suspects, to profiles stored in a local
onvicted offender DNA profiles maintained in the
database. The Forensic Biology Missing Persons
analysis in identification cases, as well as DNA typing
of unidentified remains, persona nces and family comparison samples for the FBI CODIS
Missing Persons Database; thj base permits comparison of reference data across
jurisdictions and thus prox@ sure to many families with missing relatives.

The Department of Fo
biological specimen

%gic Biology investigates nethods to be used for the analysis of
at its capabilities and service remain state-of-the-art. The Department

is a CODIS local atory
The Depart is responsible for the quality of DNA tests done for specialized projects that
may be s tracted to private forensic DNA laboratories by the NYPD. The Department’s

en Igible profiles into CODIS, prepare Quality Control samples for testing of contract
laboradories, manage and report DNA matches, and testify in a court of law.
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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 Quality Assurance unit, a Research/Development and
Implementation unit, a Training unit and a CODIS unit.

The Department performs testing under the following circumstances for jurisdictio %ide of
New York City: (1) missing person and unidentified human remains cases fromg§ujistictions
within New York State, pursuant to grant awards from the National Institute {Q\ ce (N1J) and
(2) fee-for-service high sensitivity DNA testing for government units of otIQs es or

jurisdictions. \
The scientific analyses covered by this management system inclu @are not limited to, the
following:

1. Biological fluid detection OK
2. DNA analysis \

a. Autosomal short tandem rep&STR @

b. Y-chromosome STRs .\A ’ é

c. Mitochondrial DNA C)Q 0&6\

A\
3. DEFINITIONS ?\ C)O

For the purposes of this document an formance with accreditation requirements, the
definitions given in the currently a d versions of the following documents apply:

ASCLD/LAB-I nternationa@blemental requirements for the accreditation of forensic
science testing Iabora@

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

4. MANAG T REQUIREMENTS
410 I ZATION

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.
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4.1.2 The Department of Forensic Biology provides the users of its laboratory services

4.1.3

414

4.1.5

QO

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 Feder eau
of Investigation (FBI), and the accreditation program of the New Yor t
Commission on Forensic Science. \

All Department of Forensic Biology laboratory testing activit 's\bject to
ASCLD/LAB-International accreditation are conducted a t@ME DNA
Building, 421 East 26 Street, New York, New York 100

The Department of Forensic Biology is one of sevegal d€partments within the
Office of Chief Medical Examiner. See the OCMEYXganizational Chidre

Director of Forensic Biology repor the Chy | aboratories; however, the
Chief of Laboratories gives the [pipetor of sic Biology authority and
responsibility to conduct the Q% lon € Department such that all test results
are free of bias and outsi ort services, such as Human
Resources and Finance rovi 0 the Department of Forensic Biology by

other departments wit eO ut these departments have no authority
over the testing act\j#es of

c Biology.
4.1.4.1 The Director of nsic Biology has responsibility and authority for the
overall scieg& ality, and administrative operations of the

Departme%

4()@ The Director of Forensic Biology has the responsibility and

authority to direct the operations of the Department of
Forensic Biology.

@ @jne Department of Forensic Biology is a single operational unit having
r@ie responsibilities. The organizational chart of the Department of Forensic

Q ogy describes the relationships of the managerial and technical personnel who

O

e 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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QO

O

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

Quality Assurance/Quality Control Manual.

(b)  All Department of Forensic Biology personnel are required to abib%@the
NYC DOHMH “Standards of Conduct for Departmental Employees.” dition

Standards include the “Conflict of Interest Law” that is set f ilnvChapter 68 of
the New York City Charter.

The “ASCLD-LAB Guiding Principles of Professional nsibility for Crime
Laboratories and Forensic Scientists” also providewwance with respect to

conduct expected of Department pgonnel. @
n

(c) All Department of Fore iolog nel are bound by OCME
policies on confidentiality as dint X& ME Policy Manual. Specific
requirements in support Oﬁe e poliﬂrI s they relate to the Department of

Forensic Biology are f the istrative Manaiadl Quality
Assurance/Quality 0

Mg@
(d) The Department o@ sic Biology’s Quality Assurance program is
designed to provide a m through which all Department operations are
transparent and ma rutinized in order to provide assurances of a reliable
testing result. SeeQ\e Conflict of Interest Law” that is set forth in the New York

City Charter. O

(e T;O@E Organizational Chadefines the location of the Department

of Fore iology within the Office of Chief Medical Examiner. The Forensic

Biologiy Srganizational Chadefines the relationships between individuals and
Wi erational units of the Department of Forensic Biology. Within this

ture, the Technical Leaders and Quality Manager, in association with the
boratory 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 Manpahd “Tasks and Standar
documents.

(9) It is a guiding principle of the Department of Forensic Biol Q@rovide
adequate supervision of testing staff at all times. The supervis"%e vided to

trainees is described in the Forensic Biology Training Man various case
examination and testing rotations are staffed with superyjs ho provide
technical assistance and review test results. <0

(h)  The Department has two DNA Technical Leﬁ&, one responsible for
nuclear DNA technical operations (which inclu osomal STR testing and Y-
STR testing) and one responsible f@ymitoch DNA technical operations.
The Technical Leaders meet th ificati d responsibilities defined by the
FBI's Quality Assurance Sta for ic DNA Testing Laboratories. The
Quality Manager functlo tec leader for serology testing.

() The Quahty% risr S|ble for the overall implementation and

maintenance of th e Department of Forensic Biology management
system related to qudlit uallty Manager’s responsibilities are varied and
reflect the requirements O 17025, the ASCLD/LAB-International
accreditation progra the Quality Assurance Standards for Forensic DNA
Testing Laboratori e duties, responsibilities, and authorities of the Quality
Manager are de&)ﬂ in various documents within the Administrative, Quality
Assurance/(@ ontrol, and Evidence and Case Management manuals.
The posi Mof the Quality Manager in the organization is found in the Forensic
Biolo@@anizational chart. The Quality Manager reports to the Director.
Deputies are appointed for extended absences of a key manager or
never it is necessary to ensure that the critical functions of a position continue

0 ring the manager’'s absence. E-mail is one medium that may be used to notify
O Forensic Biology staff regarding the appointment of deputies.
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4.1.6

4.1.7

4.1.8

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.

an initial orientation on the relevance and importance of their activities w
they contribute to the achievement of the objectives of the manage system.
On-going communications within the laboratory reinforce the co tS¥htroduced

during training. '\

(k)  The Department utilizes its training program to provide its persomm

Communication takes place at many levels within the D é@nt. Regularly
scheduled meetings are held for managers; for superyj d managers; and
within work groups. Bi-monthly, all-staff meetings ar ucted to inform staff
of workload metrics and other issues of importancegincltiding those related to
guality assurance and the effective, ss of the,m ement system. Electronic
communications are utilized within Depa%@n a daily basis.

safety program developed and
ealth and Safety. The Forensic
onsibility and authority to work with an
sure that the health and safety program is
e Department of Forensic Biology.

The Department of Forensi¢ Q@y f
administered by the OC artm

Biology Safety Coordin sth
OCME Health and Sax ffice
implemented and f qull

“Top management” in th@epartment of Forensic Biology consists of those
individuals with the hi levels of administrative and operational authority:
Director and Assis irectors. “Key management” consists of individuals who,
irrespective of agQmgistrative authority, perform job functions that are critical to
the administyeti nd/or technical operations of the Department: Director,
Assistant DitQ()}rs, Quality Manager, DNA Technical Leaders, Casework CODIS
Adminisé%@r, and LIMS Administrator(s).

42 MANA(@ENT SYSTEM

QO

e 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 accordanéj/ith
a management system that meets the requirements of ISO 17025 and i?\
supplemental accreditation requirements, and to strive for continual @ovement
of this system.

All staff is required to be familiar with the management syst umentation
and to implement its principals and procedures in their w, is ensures that
testing is conducted independently, objectively, and r % according to best
professional practice, and that the test results meet @ ork State and Federal
standards. The Department of Forensic Biology algo s€eks new methods to
analyze biological specimens so that its capab*ll\'@ nd service remain state-of-
the-art.

Quality Objectives AQ Q

» All scientific testing ;@med Department IS monitored on a routine
basis by means of |ty standards, proficiency tests, and audits.
» All scientific an ment operate within established performance

criteria and the g aI tywan I|d|ty of the analytical data is maintained.

* Performance cntenaés(ollowed.

* The quality of cng@ agents is verified prior to their use in casework.

* The Departme S equipment and instruments with a performance standard
appropriate requirements of the tests for which they are used.

[ the laboratory staff meet City of New York requirements and

al requirements imposed by regulating bodies such as the New

Commission on Forensic Science, the National DNA Index System

rogram, the FBI's Quality Assurance Standards for Forensic DNA

ng Laboratories, and ASCLD/LAB.

he scientific staff performing casework meets all proficiency testing and

0 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

&

QO

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 m for
training and continuing education of staff, including attendance at scien’f‘g
meetings; 3) the provision of financial and human resources for vali nd
research; and 4) increasing the knowledge of staff with respect t a
standards and accreditation by allowing staff to participate in gna elated
activities in the greater forensic community, e.g., as memb ccreditation
assessment teams or as members of scientific working n@

The management of the Department is committed to Ing excellent customer
service. Itis also critically important that the Depa efit meet all accreditation
and statutory requirements. These goals are ugh the guiding principles
described in the Department’s ma ement documents and in other ways:
1) maintenance of good custom n Wlth the NYPD, District
Attorney’s Offices, and the Cg Ju ordlnator (CJC) via regular
meetings, the results of whi ay b unlcated to staff; 2) attendance at

meetings of the NYS C jssion orensic Science, its DNA Sub-committee,
and its Technical Wor I‘OU@VGS) including the New York Crime
Laboratory Advisor CLAC); and 3) responsiveness to

communications fro AS

The Management S
system of the Dep
guiding principle
manageme

anual is an overall guide to the management/quality
t of Forensic Biology. It contains the Department’s

ed to quality and makes reference to supporting

chnical procedures.

ocuments”. Many of the manuals listed as “supporting documents”

“contr
c& collections of individual procedures or forms.

The mz&ment system documentation has three levels; levels | and Il comprise
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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 \(1/

* Evidence and Case Management Manual

*  Forms Manual %

* Training Manual
e LIMS User Manuals

N
» External Documents
xO

* Quality Assurance/Quality Control Manual Q'\

I11.Records (Technical and ) . @
O

4.2.6 The Department has thr hnical ers, one for nuclear DNA technical
operations, one for mito rial echnical operations, and one for serology
technical operationg. ﬁ echnical Leaders oversee the technical
operations and hav?ﬁe o initiate, suspend, and resume analysis. The
gualifications and re3pongibi of the two DNA Technical Leaders are in
conformance with the FBRNQuality Assurance Standards for Forensic DNA
Testing Laboratorieg. Technical Leaders evaluate and approve validations
and technical proc and propose new or modified analytical procedures;
review academi cripts and training records for newly qualified analysts;
approve the ations of analysts prior to allowing them to conduct
independen ework; approve the technical specifications for outsourcing

agreem . review internal and external DNA audits and approve follow-up
actio n necessary; conduct an annual review of the management system
m nd technical procedures used by the Department as part of Management
iew; and review and approve the forensic DNA training, quality assurance,
@ proficiency testing programs in the Department.
O The Quality Manager is responsible for the overall implementation and

Q 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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quality 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.

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

4.2.7 The processes for documenting changes to the management km are described
in the DOCUMENT CONTROIlprocedure in the Administra&{e anual. The

requirements for review and approval ensure that all pr?g changes are

considered thoroughly with respect to their effect on ent operations and
conformance with accreditation requirements.

\0K
4.3 DOCUMENT CONTROL (b,

The Department of Forensic Biology go the ents that comprise its management
system. This ensures that staff co eir accordance with the most current
authorized guiding principles and ure%e the DOCUMENT CONPRGedure

in the Administrative Manual. &

O

4.4 REVIEW OF REQUESTS, TEV@?SAND CONTRACTS

A request occurs when evide submitted to the Department for testing; a tender is the
Department’s response to quest; acmh#r act is a written or oral agreement between
the Department and trc) sting agency to provide testing services.

All requests are re Med to determine whether the Department performs the testing
requested, and @er the testing can provide a reasonable attempt to answer the questions

at issue.
The De nt's acceptance of evidence for NYC cases establishes a contract with the
submi gency for the particular case.

written agreements are required when testing is requested from outside jurisdictions.
f 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.
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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.

llow

By submitting evidence to the Department of Forensic Biology, our customers agre
the Department to select the appropriate methods to be used in its analysis. \
4.4.1 The EVIDENCE SIGN-INprocedure in the Evidence and Case M ent

4.4.2

4.4.3

444

445

Manual includes the processes for the review of requests for apal ,
documentation of such reviews, and acceptance for testinKQ

The Department maintains records of reviews of requ analysis in various
locations, including deferrals and records of case co Ications.

While the Department of Forensic Biology doe r@?t}utinely subcontract work to
outside laboratories, the possibilitygexists tha&s ight become necessary.

Should that occur, the reviews

contracted work.

sensitivity DNA testing tween the analyses requested and the
analyses performed byt Dep t are permitted as long as customers are
informed of those nceg vidée written analysis report or through e-mail or
telephonic notificatioh. Tgle e calls and e-mails are documented in the case
communication log. 6\

*
In most cases — except@}se sub by outside jurisdictions for high

If a deviation from en agreement for “High Sensitivity DNA Testing for
Outside Jurisdicy IS necessary, a new written agreement must be prepared.

If the testingCg)eement with a customer needs to be amended, the proposed

amend is reviewed in the same manner as the original agreement. Customers

are nQtNe® as described in 4.4.4 above. Affected Department personnel are

n& erbally or in writing.

4.5 SU@TRACTI NG

epartment of Forensic Biology does not routinely subcontract (outsource) work, but
reverves 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 SUBCONTRACTIN@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 de '})on
various services and supplies that meet prescribed specifications. The pr nt processes
that allow the Department to obtain the appropriate services and supplie,}aM und in the
PURCHASING SERVICES AND SUPPLIEgocedure in Administrativ@ al

4.7 SERVICE TO THE CUSTOMER Q%
The staff of the Department of Forensic Biology consider, c@ner requests for information
related to testing on submitted evidence and&perate&; uch requests whenever feasible

and reasonable. ) @ . Q
4.7.1 The decisions regarding ﬁlyse \are to be performed is made by the

Department after evalu@f the ence submitted and/or available, and
through review of the atio lied by the submitting agency (e.g., NYPD
vouchers, requests bor, aminations, and NYPD reports), discussions
with the NYPD DNA\Liaison Wi, discussions with the outside jurisdiction’s

representative(s), and/o&cussions with assistant district attorneys (ADAs). The

scheduled analysis ngerioritized items are negative and additional

evidence must be ed, or if additional evidence is accepted by the
Department. R of oral discussions with customers are maintained in the

communical@

Request sQxcustomers for visits to the Department offices to discuss evidence,
case Ifses, and/or court testimony preparation are handled on a case-by-case
' Isits to the laboratories are minimized in order to lessen work disruptions;
ever, entry is allowed if all required practices for gowning and provision of a
sample (as described in the SECURIphMcedure in the Administrative

anual) are followed.

O

QO 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 jce
Coordinator or the New York District Attorney’s offices; and (3) a custo

satisfaction survey. (I/Q

4.8 COMPLAINTS ?\

The Department of Forensic Biology is committed to high standar \&ality in testing and
customer service. Complaints about the performance of the D nt of Forensic Biology

that are received from customers or other parties, or from labqr employees regarding the
quality related aspects of the Forensic Biology managemeré‘stem, indicate possible
problems with the Department’s managemertsystem an\' treated seriously.

The processes for addressing complam& found Q@PLAINTS procedure in the
Administrative Manual.
4.9 CONTROL OF NONCONFO @3 TE@G

It is critical that all technical di repan%? at may compromise evidence integrity or the
accuracy of casework analysis are h upon discovery or at the earliest opportunity so
that the non-conforming testing n be appropriately evaluated and corrected. In some
situations the evaluation may |§& e that a formal quality incident review is necessary.

The identification of no mg work or testing activities can occur during a variety of
activities: data or case{filey€views, instrument calibration checks, reagent performance
checks, and audits,& e a few.

See the CONTROMNOF NONCONFORMING WORifocedure in the Quality

Assurance/ Control Manual.

4.10©c9ROVEM ENT

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. The Statement of Quality Principles, internal and external audits,
quality incident reviews, Non-Conforming Work Root Cause Analyses, preventive action
reviews, management review, and analysis of miscellaneous operational data allow the
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Department to identify opportunities for improving the effectiveness of the management
system.

4.11 QUALITY INCIDENT REVIEWS

Quality incident review is a reactive process to deal with complaints or problems. 'ﬁb
Department of Forensic Biology implements its quality incident review process n
deviations to the management system have occurred. \

Problems with the management system or the technical operations m@ entified through
a variety of activities, such as case file reviews, audits, managemept ws, feedback from
customers, and staff observations. 6

See the QUALITY INCIDENT REVIEWprocedure in the Quali(Agurance/Quality

Control Manual.
xO

Where Non-conforming work has been id dre @’in a failure to comply with the
guiding principles and procedures of th ratoky ether administrative or technical—
The laboratory’s Control of Non-Coﬁl gW cedure is followed A timely and
thorough Root Cause Analysis is m ssary | er to ensure that a problem is effectively
corrected and to minimize the li od th problem will recur.

See the Control of Non-Confmg{@brocedure in the Quality Assurance/Quality

Control Manual.
&
4.12 PREVENTIVE A@@

Preventive action i sG\pro—active process to identify opportunities for improvement and to
prevent problem they occur rather than a reaction to the identification of problems or
complaints. tment of Forensic Biology staff are expected to recognize areas in the

managem tem that could be improved or that present potential sources of non-
conformifi nd to follow the PREVENTIVE ACTIOprocedure in the Quality
Assur uality Control Manual to bring those issues to management’s attention.

é TROL OF RECORDS

ords provide documentation 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.
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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. \

4.14 INTERNAL AUDITS (LQ

Internal audits are a critical component of the Department of ForensiciplOgy’'s management
system. The internal audit program of the Department is designed;rtzs y that its
r

management system is functioning correctly and in compliance y own procedures and
with 1ISO 17025, ASCLD/LAB-International policies and supple Q equirements, the
Quality Assurance Standards for Forensic DNA Testing Laonto es, and New York State
accreditation requirements.

See the AUDITS AND ASSESSM ENT@’O#&M tb lity Assurance/Quality Control

Manual. N A ’\
415 MANAGEMENT REVI EW{?\ 0&6

Management review is a tool by agement of the Department on an annual basis
to (1) ensure the continuing sukability effectiveness of the management system and its
testing activities and (2) identify anb troduce necessary changes and improvements.
Whereas internal audits are use emonstrate that the laboratory is “doing things right,”
management review is a me@m to ensure that the laboratory is “doing the right things.”.

Management reviews e@count of many types of information, including, but not limited

to: the suitability of guiNjng principles and procedures; reports from managerial and
supervisory perso . internal audit reports; corrective and preventive actions; external audit
and assessmen rts; the results of proficiency tests and case reanalysis; changes in the
volume and t work; customer feedback; complaints; recommendations for
improvemegm\tfe laboratory’s quality objectives; and miscellaneous factors if relevant, such
as qualit;@ trol activities, resources, and staff training.

Stfe ANAGEMENT SYSTEM REVIEWrocedure in the Administrative Manual.
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5. TECHNICAL REQUIREMENTS

5.1 GENERAL

511

5.1.2

5.1.3

reliability of the tests conducted on submitted evidence, including hum

The Department recognizes that many factors contribute to the accurac %
aK{ ors,
e.g., personnel education, training, and skills; laboratory facilities;g@'

ir
associated environmental conditions; test and calibration metho od
validations; equipment; measurement traceability; sample sele&i vand the
handling of evidence.

test results can vary considerably between types of t Ithough the types of
tests conducted by the Department do not require ﬁig rous evaluation of
uncertainty of measurement, it is névertheless [ ant for staff to understand

The extent to which the factors listed in section 5.1.1 é te to variations in

the limits and inherent variability o tests conducted so that the forensic
significance of the test results is@

vers(\

. .X

Reliable testing depend reage é t work as expected. A significant
portion of the Departme ality rance program is dedicated to reagent

preparation, labeling, erfor e verification. See the REAGENTS
procedure in the Q As

/Quality Control Manual.

5.2 PERSONNEL O\

521

QO

5.2.2

The quality of testi nducted by the Department of Forensic Biology can only

be assured if that conducts the testing has the requisite education,

training, anéz lence. This includes both theoretical knowledge and practical

skills. TRg traming program in Forensic Biology methods is designed to establish

consist@-@f performance between individual analysts and maintain the highest
[ vel of performance over time. The TRAINING MANUAL describes

the Department’s guiding principles and procedures with respect to

st training.

"2.1.1 The training program is documented in the TRAINING MANUAL. The
program includes procedures for retraining and maintenance of skills and
expertise.

5.2.1.2 The Forensic Biology training program has a courtroom testimony training
component.

The overall goal of the training program is to prepare analysts to reliably and
accurately perform the functions required by their specific positions. lItis a
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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 ASCL

The scientific staff performing casework must meet all proficiency testlrb\
program and continuing education standards as an integral part of t verall
Quality Assurance program.

Analyst training is divided into modules. The number of m
on the job title and prior forensic experience of the traineg; r or additional
modules may be given depending on the particular on Ynment of the trainee.

esMaken depends

Members of specific teams may be trained in techniq ed only by that team or
by experienced members of that specialty team. T n| g follows the standard
model of observation, practice, an competen ining samples may be
provided by the Training team or eC|aIty %@

The training needs of the Dep%?é upon many factors including
statutory and regulatory ent umber and type of case submissions,

the available testing tec ies, e intended work assignments of staff and
their existing levels_of rtise. use changes in any of these factors can
change the Depart?&s traf eeds, the Serology and DNA training programs
are monitored by up an ent, supervisors, and the DNA and Serology
technical leaders. A se%qin the Training Manual on “supplemental training”
addresses how staff is{ ed in new procedures.

The effectivene ’@Paining is evaluated at various stages. This is described in

the TRAINI UAL. By having a multiphase training program with

various Ievg@review and demonstration of competency, it is anticipated that an

analyst’s Weak points will be noticeable and can be addressed. After training has

been ofchally completed, ongoing supervisory observations, case file review, and
(éucy testing programs serve to monitor whether the training programs have

pro
Q&Wely prepared staff to perform their assigned job tasks.

5.2 \éasework in the Department is generally conducted by Department employees;
O however, the Department reserves the right to use contract personnel as necessary.

Q.ZA The Department maintains general City position descriptions for all job

classifications, e.g. Criminalist series. Tasks and Standards plans are prepared
annually for each laboratory employee, and contain position responsibilities and
performance expectations.

5.25 The TRAINING MANUAL describes (1) how authorizations to perform testing
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5.2.6

O

0..

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 an | Science,
criminalistics, or a closely related field. Further, all DNA , DNA
technical leaders, and the casework CODIS administrat t or exceed

the minimum coursework requirements of the FBI's “@waliy Assurance
Standards for Forensic DNA Testing Laboratories,” ational

requirements are included in the City job descrj
’gf the Department’s

Demonstration of competency is an integral part
training program. See the TRAINING L.

5.2.6.1.1 Atthe conclusi aini y particular analytical
procedure,ag% yst ’a@?must successfully complete a
compet \es usi procedure in order to use that

procedyre N case In general, a competency test is

prepaseti= —houg h the key to the results being supplied to
the rviﬁ) istant Directors, relevant technical leader(s),
and/er D'(

5.2.6.1.2 Cri e processing is not a function assigned to the
ent of Forensic Biology. However, Forensic Biology
ay occasionally assist the NYPD to provide specialized

e scene reconstruction expertise.
5.268.1.3 Technical support personnel complete competency testing for
each procedure for which they have been trained.

required for technical support personnel and analysts that
conduct Serology and DNA testing.

@ 5.2.6.1.4 Demonstration of competency prior to independent casework is

Each member of the scientific staff has access to literature references and
reference books maintained by the Department. Methods manuals used in the
laboratory contain 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 may have library privileges at the New York University
School of Medicine.
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531

5.3.2

5.3.3

5.34

QO

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. ACCOMMODATION AND ENVIRONMENTAL
CONDITIONS

All technical procedures used by the Department of Forensic Biolo '\cfy any
environmental conditions that may be important for the correct p\ nce of

the tests. '\

The Department of Forensic Biology monitors the tempe, of all freezers,
refrigerators, heat blocks and incubators that are use rage of evidence and
casework samples. Monitoring is conducted on a da Is when the laboratory
is open. Room temperature readings are also reccﬁe In each laboratory.
Contamination is monitored with a variety of cgn\'g amples used in testing.

To minimize the potential for can ation, the laboratory is
organized so that the areas,f 88t oh, PCR set-up, and amplified DNA

processing are physicallyi \t d frop{eych other. In addition, measures such as
required use of protecti ing &8N In laboratories have been implemented in
order to minimize the govential fg s* tamination events. See the EXOGENOUS
DNA PREVENTIO%ed e e Quality Assurance/Quality Control Manual
and the GENERAL QUI

DELMES FOR DNA CASEWORK the STR
Procedures Manual. O

The Department of sic Biology is a controlled-access environment.
534.1The ITYprocedure in the Administrative Manual describes
mea used by the Department to maintain building and laboratory

s& rity.

Q&) Entrance to Department work spaces is available only to personnel

of access 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.

@ authorized by the Director to have access. Personnel with various levels

O

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

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

(e The building is staffed by security officers 24 t@'réiday, 7

days/week. ; \

H The majority of evidence brought into CME DNA Building is
kept in the custody of the OCME EV|denc |t before and after
examination by Departmen riminalist Ewdence Unit is not part of
the Forensic Biology fore eratl d the Evidence Unit storage
areas are acceSS|bIe on select ers of the Evidence Unit via ID
card readers.

Post-mortem it at mu kept frozen are stored in freezers located
on the 4 an or freezer rooms are accessible only to
members of tge ep@nt of Forensic Biology.
5.3.5 OCME Facilities perso erform routine cleaning of the Department’s
laboratory and offic on a daily basis. Documented specialized cleaning of
laboratory areas i ucted monthly by Department of Forensic Biology staff.

See the LAB L@ -UP SHEET form.

536 The Healch% fety program is described in the Administrative Manual

QO

O

N The OCME Department of Health and Safety maintains Health and
rogram manuals for the Department and the agency. These manuals are
ble 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 The Department of Forensic Biology uses methods appropriate tft rposes for
which testing is conducted. The DOCUMENT CONTRfroceduyke cribes
how procedures are created, revised to maintain currency, de available to

5.4.2

QO

54.3

staff. DNA technical procedures are checked at least a gainst an
appropriate and available National Institute of Standarﬁz? Technology (NIST)

standard reference material or standard traceable to standard.

5.4.1.1 All internally-generated technical proce u re maintained in electronic
form on the Department ser and ar able to all staff. Controlled
procedures and/or instru orlgln are available to staff at
the locations |nd|cate ocuments master list.

5.4.1.2 Technical proce peC| controls and standards that must be used
during testing. use trolled forms ensures that the identities of
the controls tan sed in a specific test are maintained in the case
record.

N

epartment are validated to ensure that they are
ed purpose. By submitting evidence to the Department
of Forensic Biol r customer(s) agree to allow the Laboratory to select the
methods to in the analyses. At a minimum, information regarding the
methods of Sis is provided in test reports; however, at the discretion of the
Director &Qer communication mechanisms such as website postings may be
devel 0 provide this information.

Test methods used |n
appropriate for the j

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.

S@AII DNA test procedures used in the Department are validated to an extent

O

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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See the VALIDATIONprocedure in the Quality Assurance/Quality Control
Manual.

5.4.4 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 recdgmzed
as authoritative on a national or international level). Therefore, all test N ds
used must be validated internally.

describes the Department’s approach to validation of analy# cedures.

54.5 TheVALIDATION procedure in the Quality Assurance/Quality ﬁé{thManual

objective evidence that the requirements for a c intended use are

fulfilled. \

5.4.5.2 Analytical procedures used @Nhe Dep t are validated to ensure that
they are appropriate for t nde ose and meet the requirements of
the FBI Quality AssuxaQ tan r Forensic DNA Testing

Laboratories. ‘Q\

5.4.5.3 Validation proj:;&t re degigéd to provide information with respect to the

5.4.5.1 Validation is the confirmation by examination a (@ rovision of
éé i

characteristi the . including precision and inherent limitations.
The conclusions apd Its generated by tests conducted within the
Department of Fo&ic Biology have associated ranges which constitute
“positive” resgl\t& is accounts for any uncertainty inherent in the testing
process.

54.6 The DepartE)@Forensic Biology is not a calibration laboratory, nor does it

QO

O

perform its alibrations. The test results reported by the Department of
Forensic Bip'logy are identifications and comparisons that are qualitative in
nature, NN per ASCLD/LAB policy, the Department is not required to have a
pro @e for estimating the uncertainty of measurement for qualitative results.
R rmore, the population statistics found in DNA reports are calculations, not
ntitative measurements subject to the uncertainty of measurement

quirements 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.

54.7 See th&CONTROL OF DATAprocedure 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 ?\6
The Department of Forensic Biology uses equipment which is suitable for t conducted
by the Department for casework. The Department does not use equipmegqt is outside of
its permanent control. Q

established during validation and are described in the test proc Effective programs
for conducting performance checks, calibrations and maintengncée of equipment are essential
for establishing confidence that the required performanc ications are attained and that
the equipment can produce reliable test res Analy ing programs and competency
tests ensure that equipment is operated b erly staff.

L
See the EQUIPMENT CALIBRATIQ‘%@ MA B ANCHprocedure and individual
calibration, performance check, am ainten procedures in the Quality
Assurance/Quality Control M nu%< detgs formation on equipment maintenance,
calibration, and performance%e pr@; and equipment identification, labeling, and

records.

Equipment performance specifications relevant to the tests conziﬁg\by the Department are

5.6 MEASUREMENT TRACEQ{% Y

Traceability supports the vé@ and accuracy of test measurement results. Traceability is
established by means gf*fa\dgcumented unbroken chain of calibrations or comparisons linked
to the relevant primary\gtghdards. The chain of comparisons must, when possible, extend to a

national or internat&gql standard.

56.1 Calj ion is defined as the set of operations that establish, under specified
ions, the relationship between values of quantities indicated by a measuring
rument or measuring system, or values represented by a material measure or a
0 ference material, and the corresponding values realized by standards. The
O EQUIPMENT CALIBRATION AND MAINTENANCE procedure identifies the
Q “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.

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.
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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 acc@ed to
ISO 17025 and that provide certificates that show that the measureme
traceable to a national or international reference standard. Details ceability
requirements for specific equipment are found in the individual cgkbjatdn and
maintenance programs/procedures in the Quality Assurance/QuaNy»Control
Manual.

5.6.3 Procedures for the calibration of standard weights us \e Department for
intermediate performance checks of balances; docu lon and traceability of
reference materials and reference collections; and granSport and storage of
reference standards and reference,materials d in the Quality
Assurance/Quality Control Manual proce Ight be included within

another procedure, for example rogr d procedure for the calibration of
the Department’s standard weli IS i in QC 120 (Balances: Verification
and Maintenance). Alter N ,as one procedure may exist, for example,
the CONTROL OF REF CE CTIONS$ocedure in the Quality

Assurance/Quality Co( Manlé\)

5.7 SAMPLING
o

During the examination of evj by the Department of Forensic Biology, analysts use
their training, experience petence to select appropriate samples to carry through
testing. The conclusig rted apply only to the samples tested and do not apply to the

portions not tested. B se this is “sample selection” and not “sampling,” the Department
does not have doc X@nted “sampling plans” or “sampling procedures.”

The EVIDEN
Manual conga

AMINATION procedure in the Evidence and Case Management
guidance with respect to selecting appropriate samples for testing.

5.8 %@LING OF TEST ITEMS

ring 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
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.
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The EVIDENCE CONTROLlprocedure 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 s s and
“Lab Types” samples. See the Forensic Biology CODIS Manual for specific in ation on
the operation of the suspect database; suspect samples are evidentiary sa p nd are
handled as such. The “Lab Types” database is used as a mechanism to inadvertent
contamination of evidentiary samples. SeellAB TYPES DATABASEKQ re in the

Quality Assurance/Quality Control Manual.

5.9 ASSURING THE QUALITY OF TEST RESULTS K

5.9.1 The Department of Forensic Biolo Qualit rance program is designed to

provide transparency to all Dep top s so they may be scrutinized in
order to provide assurance o le | tory test results. The measures used
in the program are varie nclud re not limited to:

» external pro CI estl
« reanalysis 0 cteﬁp\
* asystem of tech dministrative review of case data and reports

niga
* use of positive arﬁagatlve controls
» performance of DNA typing procedures using a reference material

traceable t vonal Institute of Standards and Technology (NIST)
standard ence material(s)
[ nd evaluation of court testimony

exter, roficiency testing, evidence reanalysis, results of testing with NIST-
materials, and court testimony. Problems in any area are dealt with via
NTROL OF NON-CONFORMING WORHKnd/or the QUALITY

IDENT REVIEW procedures.

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

the steps that must be taken when this occurs so that incorrect or unreliable data is
not reported.

& Test data, including all controls for a particular test set, are reviewed by an
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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 PROGRyptibcedure in
the Quality Assurance/Quality Control Manual. It is designed to conform |
requirements of the ASCLD/LAB-International accreditation program a
FBI's Quality Assurance Standards for Forensic DNA Testing LabordtoNes.

5.9.4 A technical review is an evaluation of reports, notes, data, and %ocuments to
ensure an appropriate and sufficient basis for the scientific lons. Itis an
in-depth review of all analytical testing performed in the Q[ ensures that
laboratory procedures were followed, QA/QC proce e followed, data
were interpreted correctly, and that the final report ac@ ly reflects the
underlying data. See tHi&ECHNICAL REVIEW proc ure€’in the Evidence and
Case Management Manual.

5.9.5 An administrative review is an e eport and supporting
documentation for conS|sten rocedures, selected requirements

for marking case docum n and itorial correctness. An administrative
review is the final revie rme {\ | cases. It ensures that notes and
c

worksheets accura EI& tc mbers victim and suspect names, and police
evidence control nn%s S; agp examination notes are numbered and initialed
correctly. See the ADMINIS TIVE REVIEVirocedure in the Evidence and
Case Management Man

scientists. To e e‘that court testimonies are well documented, relevant, and
presented i and professional manner, the testimony of each testifying
analyst is mgitpred at least once per year, if testimony is rendered. See the
COURT MESTIMONY MONITORINGprocedure in the Quality

Assu& uality Control Manual.

5.9.6 Court testimony is g&&lminaﬂon of the work performed by the Department’s

LD/LAB-International accreditation cycle.

5.10 I@RTI NG THE RESULTS

Q.lo.l All test reports accurately reflect the test data. The REPORTS procedure in the
Evidence and Case Management Manual provides instructions for report
preparation and formatting that incorporate the requirements of ASCLD/LAB-
International, the FBI's Quality Assurance Standards for Forensic DNA Testing
Laboratories as well as recommendations concerning report standardization from
the New York Crime Laboratory Advisory Committee

5.9.7 @testimony monitoring records are maintained for a minimum of one
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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, %und
either in the case report or in the case record.

5.10.4 The Department of Forensic Biology is not a calibration laboratorfa oes not

issue calibration certificates. '\

5.10.5 All opinions and interpretations in case reports are base data and
observations documented in the case record. Report indicate where
conclusions/interpretations have been included. 6

gly subcontract work to

e subcontracting laboratory is
own letterhead, and the results
Department.

5.10.6 The Department of Forensic Biology does not [0
outside laboratories. When it doe e repor,
provided to the customer on the ontr
are not incorporated into repq@ ue

5.10.7 lItis the routine practice@ Dep
electronically. This ha§ mp
conformance with tﬁ?ﬁquw
are verified to ensur@ that a

5.10.8 The Department utiI?z;SQ)ort templates to ensure that all necessary information

ent of Forensic Biology to transmit reports
the content of the reports; therefore,

of ISO 17025 is maintained. The recipients
riate confidentiality is maintained.

is included and to te clarity of content.

5.10.9 If areport is @o contain an error that affects the ability to use the report, an
amended r s issued to correct the error. When additional analyses are

perform fter a report has been issued, an additional rep@tepared. The
forma \@content comply with all requirements of ASCLD/LAB-International

I's Quality Assurance Standards for Forensic DNA Testing
Il&htones

N
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Revision History:
February 9, 20 itilal version of manual.
— Added language to “1. Introduction” to clarify the place of this manual within our Management

ment were moved from 4.1.5j to 4.1.8 and the position of LIMS Manager was added to the list.
011 — Added/Revised language in the following sections to reflect testing for outside jurisdictions: Sections 2, 4.4,

da.7.
Ju;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.
February 02, 2015 — Entire manual revised. Multiple changes made to various sections.
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