ADMINISTRA ANUAL

VER 5.0
o‘%
h\
ER@Q date: January 7, 2005

APPROVED BY

Title Print Name Signature Date

Deputy Director/ |y o 147 Baum, Ph.D. ] Q/J\AA / . %“*’V\ January 7, 2005

Technical Manager




FORENSIC BIOLOGY ADMINISTRATIVE MANUAL

TABLE OF CONTENTS
DATE EFFECTIVE VERSION PAGE
01-07-2005 5.0 10F4

Forensic Biology Administrative Manual Approval Form

l. Introduction(1 page total)

Il. Planning and Organizatiq® pages total)

A. Goals and Mission
B. Quality Assurance Objectives %

C. Authority and Accountability for the @tv Assu@Program
D. Organizational Structure \Q)

lll.  Documentation(32 pages total) §®

A. Manuals
. Scientific/Proce anuals
. Case Manag anual

Quality Asffifahee Manual
Administrativé/Manual
Train.iréanual

B. Case@cords and Policies

AW e

Analysis and Reporting
\02 Scheduled Analysis and Case Prioritization

Case Management
K Data Analysis
?‘ a. Data interpretation
b. Discrepancies and disputes
c. Data matching
d. Data standards
e. Additional and amended reports

4. Reporting
5. Dissemination of Reports and Disclosure of Results

D. Court Testimony

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



FORENSIC BIOLOGY ADMINISTRATIVE MANUAL

TABLE OF CONTENTS
DATE EFFECTIVE VERSION PAGE
01-07-2005 5.0 20F4

E. Evidence Handling Protocols
1. General Guidelines

a. Case Numbers

b. Item Numbers

c. Evidence Receipt

d. Signatures

e. Storage of Evidence

f. Case Assignment %
g. Disposition — Vouchered lIte %

h. Disposition — Retained Item@

i. Disposition — Non-NYP es

J. OCME Transport of ens from Outer Boroughs
k. Sample Tracking iM aboratory

I. Consumption mples

2. Specific Guidﬂh@For Different Evidence Type

a. FB Caséa\)

b. Non-Fg ses

C. mowal Analysis on Retained Samples
&Jfransferred to and from other OCME Departments

inabeled ltems
@ ubmittal to Other Agencies

d.
e

L 4

Q&-SLU“W

a. Building Security

b. Laboratory Security

?S c. Offsite Storage

F. Equipment Calibration and Maintenance Logs

G. Proficiency Testing Program
1. Overview — External Proficiency Testing Program
2. Corrective Action — External Proficiency Testing éham
3. Reanalysis Proficiency Testing Program

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



FORENSIC BIOLOGY ADMINISTRATIVE MANUAL

TABLE OF CONTENTS
DATE EFFECTIVE VERSION PAGE
01-07-2005 5.0 30F4

A
\
> ¢

?S

Personnel Training and Qualification Records
Courses at Universities

Workshops

On-The-Job Training

Seminars and Lectures

Scientific Literature

Professional Meetings

Certification of Scientific Staff ®\%

NoakwnNpE

Method Validation Records 0

Quality Assurance and Audk{\@rds

Scientific Equipment @
1. Inventory

2. Operations M

3. CallbratlonQVﬁht'snance Procedures
4. Calibrati /Ivhfntenance Logs

Safet GSO
éhemlcal Spill and Clean-up

Blood Borne Pathogen Standard

NYC Department of Health Infection Control Manual

OCME Hazard Communication Plan
OCME Hazard Contingency Plan
Chemical Hygiene Plan

NYFD Regulations on Chemical Storage
Working With Chemicals

2. quht to Know Training

3. Material Safety Data Sheets (MSDS)

| SQ@ o a0

M. Historical or Archival Records

N.

Controlled versions of Department of Forensic Biology Manuals only exist electronically on the OCME intranet.

Quality Audit

All printed versions are non-controlled copies.



FORENSIC BIOLOGY ADMINISTRATIVE MANUAL

TABLE OF CONTENTS
DATE EFFECTIVE VERSION PAGE
01-07-2005 5.0 40F 4

O. Non Conformity and Corrective Action
1. Problems affecting the l[aboratory’s mission
2. External influences
3. Specialized problems

P. Subcontracting

IV. Management Information System (MIQ) pags@)

A oCME (\\\’

B. Departmental

V. CODIS(1 page total) @
VI. Time and Leave Policfl @)tal)

VIl. Polices and Proced@iMeef the Office of Chief Mddio@miner
(1 page total) & /4

1‘&9 total)
N\
IX. é%renceﬂ page total)

?‘Appendix A (Organizational Charts)

VIIl. Complaint

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



FORENSIC BIOLOGY ADMINISTRATIVE MANUAL

1. INTRODUCTION
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Effective this date,

this Administrative Manual

Version 3.0 supersedes all previous

administrative manuals used in the Department of Forensic Biology.

The following are the managerial staff of the Department of Forensic Biology:

Robert C. Shaler, Ph.D.
Howard J. Baum, Ph.D.

Bradley Adams, Ph.D.
Samia Basilious, M.S.
Mechthild Prinz, Ph.D.
Helen R. Rafaniello, M.S.
Marie Samples, M.S.
Yingying Tang, M.D., Ph.D.

Director
Deputy Director and

DNA Technical Leader
Assistant Director
Assistant Direct %
Assistant Direc
Assistant Di
Assistant [gt
Assista

The Quality Assurance program and Quality Cont@ctions are managed as follows: The

Deputy Director of the Department of Forensic Bj

the Department’s Quality Manual. The Depar
manager who is responsible for ensuring t

s ultimately responsible, as described in
t pf Forensic Biology has a quality assurance
quality aspects of the laboratory testing are

fully operational. (1/

The Department of Forensic BioI&&@Quality Assurance program is designed to provide a
program through which all labog{ory operations are scrutinized in order to provide a reliable
laboratory result. To that end llowing definitions apply:

Eugene Y. Lien, M.S. Quality Assurance Manager

QUALITY CONTROL * A

Those procedures us maintain acceptable limits of variation for products and services.
More specifically, the e the internal activities or activities according to externally established
standards used n(g flor the quality of analytical data and to ensure that it satisfies specified
criteria. Qr

QUALITY ASSURANCE

Quality assurance pertains to those procedures used to ensure that quality control parameters are
appropriate and sufficient measures of variation. These are the planned and systematic actions
necessary to provide sufficient confidence that a laboratory's product or service will satisfy given
requirements for quality. For example, measuring and recording the pH of a solution is a
common quality control to ensure that the variation between lots of solutions is maintained
within a specified range. But this parameter is a meaningful measure of quality only if the pH
meter has been calibrated, the technician making the measurement knows how to operate the pH
meter, the water is sufficiently pure, and the technician has added the proper reagents. Quality
assurance ensures that quality control measures are meaningful measures of variation.
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A. Goalsand Mission

The mission of the Department of Forensic Biology is to provide users of its laboratory services
—the NYPD, District Attorneys, Legal Aid, Capital Defenders Attorneys, and other agencies and
attorneys within or serving New York City's criminal justice system — access to scientific
analyses conducted in criminal investigations. These analyses are conducted independently,
objectively, and reliably, such that the test results meet New York State and Federal standards.
Consistent with available resources, testing results and reports ar ailable and represent high
quality, integrity, and accuracy as dictated by the department’ lity Assurance program,
described in the Quality Manual and other procedural manu@he Department of Forensic
Biology also seeks new methods to analyze biological sp ns so that its capabilities and
service remain state-of-the-art. Additionally, the Depav@ is a CODIS (Combined DNA
Indexing System) local laboratory.

The Department is responsible the quality o@N tests done for specialized projects
subcontracted to private forensic DNA Iabor by the NYPD. The OCME role in this
contract is: the review of controls and stan *Q. " the review of DNA profiles and the entry of
eligible profiles into CODIS, preparingé QUality Control samples for testing of contract

laboratories, managing and reporting D%A atches, and testifying in a court of law.

individualization of physiologic iIds such as blood, semen, urine and saliva obtained from
investigating agencies or f c@ ost-mortem specimens. In addition to being a powerful
courtroom aid and mechag 0 help identify unknown bodies, this information can tie a victim
to a crime scene, conn uspect to a crime scene, or eliminate a suspect from suspicion.

The Department of Forensic Iéio develops information through the identification and

The scientific an §G§c£nd functions include but are not limited to the following. For details, see
the appropriate D tmental procedures manuals:

1. Biological Fluid identification 8. Special NYPD projects
2. Species identification 9. Unknown Body Identification
3. DNA analysis 10. Mass disaster remains processing and
4. Forensic Paternity identification.
5. Report Preparation 11. Molecular Genetics/Molecular Autopsy
6. Enter eligible DNA profiles into Diagnostics

LINKAGE, and/or CODIS and 12. Anthropology

database management. 13. Special OCME Projects

7. Expert Testimony
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To comply with the laboratory’s mission, the management will endeavor to promote a
professional and safe laboratory environment within which the staff can discharge their duties
and obligations.

B. Quality Assurance Objectives

1.

2.

Monitor, on a routine basis, all scientific testing performed in the laboratory by

means of Quality Control (QC) standards, proficiencﬁ, and audits.

Verify that all scientific analyses and equipment e within the established

performance criteria and that the quality and of the analytical data is
maintained. Q

Ensure that performance criteria, establish the Department's QC Manual and
Laboratory Methods Manuals for eagh he routine scientific procedures
performed in the laboratory, are folloyve

Ensure the quality and validity of generated by the quality control (QC)

program for both critical reag % ared in the laboratory and those obtained
commercially. Ensure the r @ of instruments employed in the laboratory's
routine testing, as guarante%y the quality assurance program, as delineated in
the Quality Manual.

Checks with director, 0 ure that qualifications of the laboratory staff meet
Department of PeysoMwiel of the City of New York requirements and the
educational requir nts imposed by regulating bodies such as New York State,
the FBI NDIS Pr@am, the FBI Quality Assurance Standards, and/or SWGDAM.
Also, ensur&nl&t the scientific staff performing casework meets all proficiency
testing p standards and continuing education as an integral part of the
overal@ y Assurance program of the Department of Forensic Biology.

Mat records for in-house reagent manufacture and the Quality Control
doc{nentation of their acceptability, retain vendor Quality Control documents,
such as specification sheets and maintain instrument calibration and diagnostic
records.

Insure that problems are noted and that corrective action is taken and documented
and reviewed by the Deputy Director.

C. Authority and Accountability for the Quality Assurance Program

The organizational structurédppendix A defines the relationships within the Department of
Forensic Biology among individuals and the operational units of the department. Within this
structure, the Quality Assurance Manager, in association with the laboratory Director, Deputy
Director, and Technical Manager define the Quality Assurance/Quality Control policy.
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The Department of Forensic Biology has chosen to have the Quality Assurance Manager report
directly to the Deputy Director. In the absence of the Deputy Director, the Quality Assurance
Manager will report directly to the Director. Each Criminalist working on casework in the
Department of Forensic Biology must adhere to the Quality Assurance/Quality Control program
standards, as they relate to their work and responsibilities.

D. Organizational Structure

The OCME is organized such that the Director of the Depart
directly to the head of the agency, the Chief Medical Exanai
directors. The managerial structure of the Department o
A.

of Forensic Biology reports
, as do the other departmental

nsic Biology is degmeimdix

The Department of Forensic Biology is a single oﬁﬁtional unit having multiple responsibilities.
The Deputy Director, currently functioning also Technical Manager, reports directly to the
Director. Assistant Directors report directl G‘ Deputy Director. Clerical personnel report to
an office manager, who reports to the Dirécor:

s\& rector

The Director is responsible for t verall scientific, quality, and administrative operation of the
Department of Forensic Bi @/ The Director may perform administrative and technical
reviews on selected case ditionally, he/she is responsible for productivity, statistical reports,
and audit reports, as r@i by Chief Medical Examiner and/or City, State, or Federal agencies.
The Director may pdr scientific analyses, train subordinates, testify in court, monitor
testimony of SUbv~ tes, and prepare annual reviews of subordinates.

Deputy Director

The Deputy Director is the administrative second-in-command in the laboratory, and will assume
these responsibilities in the Director’'s absence. Assistant Directors report directly to the Deputy
Director. The Deputy Director may perform scientific analyses, perform technical reviews of
cases, review proficiency tests performed by Assistant Directors, train subordinates, testify in
court, monitor testimony of subordinates, and prepare annual reviews of subordinates.

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



FORENSIC BIOLOGY ADMINISTRATIVE MANUAL

2. PLANNING AND ORGANIZATION

DATE EFFECTIVE VERSION PAGE
01-07-2005 5.0 4 0OF6

Assistant Directors

Each Assistant Director supervises one or more Criminalist IV’s and their subordinates; performs
technical reviews of cases supervised by and/or worked on by subordinates; trains new hires,
police investigators, or attorneys; represents the Department of Forensic Biology in meetings
with other NYC law enforcement and/or criminal justice agencies; testifies in court. In the
absence of the Director and Deputy Director, a designated Assistant Director will assume
responsibility overseeing the administrative operation of the Depagment of Forensic Biology.

An Assistant Director may perform scientific analyses on case d testify in court. Each
Assistant Director associated with casework must take a iency test as required by
regulating and accrediting bodies. Additionally, the A t Directors prepare annual
performance evaluations of subordinate personnel, usual@inalist IV’s.

Assistant Directors may be responsible for other la tory functions such as CODIS, NYPD
Backlog, Purchasing, Training, Computers, Rese@ and unspecified projects as they arise.

Techni %nager

The FBI Quality Assurance Audit Docgment, Section 5.2, defines the responsibilities of the
DNA Technical Manager. The Te @ Manager is accountable for the technical and quality
operations of the DNA laboratary. SAs such, he/she is responsible for the daily technical
operation of the DNA laborator, 8

*

\Q\ uality Assurance M anager

The Quality Assuraﬁc-Manager is responsible for the quality system. His/her responsibilities
are varied and ASCLD/LAB and the FBI Quality Assurance Audit standards. They
include maintaininy and updating the quality manual, monitoring laboratory practices to verify
continuing compliance with Departmental policies and procedures, evaluating and maintaining
instrument calibration and maintenance records, coordinating with the Assistant Director
responsible for research to ensure that the validation of new DNA casework procedures meet the
FBI Quality Assurance Audit standards, investigating technical problems and implementing
corrective and/or remedial action, administering proficiency testing and evaluating results,
conducting or coordinating internal quality audits, proposing corrections and improvements in
the quality system, and recommending training to improve the quality of laboratory staff. The
Quality Assurance Manager conducts an annual review of laboratory’s quality system. The
Quality Assurance Manager must take a proficiency test as required by regulating and
accrediting bodies. The Quality Assurance Manager supervises Criminalists and Laboratory
Associates who are assigned to him/her. The Quality Assurance Manager reports directly to the
Technical Manager.
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Criminalist, Level 1V

The responsibilities of Criminalist IV's are described in the Civil Service specifications for that
title. Generally, a Criminalist IV may supervise one or more Criminalist III's, II's, I's, and/or
Laboratory Associates; participates in the training of subordinates; performs scientific analyses
on evidence submitted to the laboratory; performs technical reviews of cases; prepares written
reports; prepares annual performance evaluations, as requested by OCME management; testifies
in court; take proficiency tests as required by regulating and accr, (@g bodies; prepare written
scientific reports; may supervise rotations in the laboratory. i

>
Criminalist, Level 111 (\0

The responsibilities of Criminalist 1lI's are described_n Ivil Service specifications for that
title. Generally, Criminalist 1lI's may supervise Cyimatist II's, Criminalist I's or Laboratory
Associates. Criminalist lII's may also supervise r work in rotations: DNA extraction, DNA

guantitation, and P30 ELISA, perform scj \*~analyses on evidence submitted to the

laboratory, prepare written scientific repor @ rm technical reviews of simple cases, perform
administrative reviews on DNA cases, tr@vew Laboratory Associates and Criminalists; take
proficiency tests as required by regulatihg and accrediting bodies, and testify to results. In the
absence of a Criminalist IV, a Crig(@ [l may assume those responsibilities on an interim

basis.

.AQ}giminalist, Level |1

The responsibilities of@naﬁst II's are described in the Civil Service specifications for that
title. Generally, Cr@ st II's are responsible for the daily examination and scientific work
performed on ev in casework, working in rotations, train new Laboratory Associates and
Criminalists; take??aficiency tests as required by regulating and accrediting bodies, prepare
written scientific reports which reflect testing, and testify to results.

Criminalist, Levd |

The responsibilities of Criminalist I's are described in the Civil Service specifications for that
title. Generally, Criminalist I's are responsible to work in rotations in the laboratory and, after
appropriate training, may examine rape kits, prepare written scientific reports and may testify in
court, if required by an Assistant District Attorney. Criminalist I's who are performing casework
must also take proficiency tests.
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L aboratory Associate

Laboratory Associates assigned to the Department of Forensic Biology function either as
technicians as described by the FBI Quality Assurance standards or as research associates. Inthe
former capacity, a Laboratory Associate may help with quality testing, and work in support
rotations and perform other scientific and administrative duties that enhance the flow of cases
through the laboratory. As research associates, Laboratory Associates may help to validate new
testing methods. Laboratory Associates who are performin sework must also take
proficiency tests. K

Consultant Q\}(b

The Department of Forensic Biology may employ gn more consultant scientists. These
Scientists work on specific projects, such as helpipg validation studies, completing research
projects, developing new methods, helping the %ity Assurance Unit, examine evidence, and
helping with the administrative activities i in casework backlogs, if they have the
appropriate credentials and training. Th entists are technicians, as defined by the FBI
Quality Assurance Standards.

TK@XQ M anager

The Training Manager is res@ble for the scheduling and training of all scientists in the

laboratory. The Training.M er reports to an Assistant Director. The Training Manager is

responsible for maintainj ining records and ensuring that the Department meets NYS and
accreditation standard&)&

?S
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Laboratory personnel record all significant laboratory activities to create a useable audit trail that
documents the department's routine scientific testing. Documentation will be kept for the
following topic areas:

A.

Manuals

The Director, or his/her designee, must approve all Department Manuals before they may

be used. Changes may be documented by written memo, are distributed and then
placed in a memo binder. Updates of the manuals will r, these changes. Manuals
shall include the following information. 0

a. Effective date of the manual. @Q

b. Revision dates (if applicable).

C. Approval from the Director, or his/ r&nee, signifying the manual’s official

start for use in the laboratory. Q

1. Scientific/Procedure nedls

biological specimens.

2. Case V@)ement Manual

The Case?n gement Manual defines how cases are handled in the laboratory and shall
lisy

These manuals detail c%re%\g)licy and procedures used for all analytical testing of

include poli¢y and procedures used concerning:
a. Evidence examination guidelines
b. Handling, evaluation, and troubleshooting of cases that are in progress.

C. Report writing.
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3. Quality Assurance Manual

The Department’s Quality Assurance Manual is an overview of the Department’s quality
system, and details the policy and procedures used to:

a. Prepare reagents used in the laboratory

b. Determine the quality of reagents

C. Document QC testing procedures for reagents, instr n@ts, and equipment
d. Calibrate and maintain instruments and equipment®\

4. Administrative Manual @,Q

The Administrative Manual details the pla%in nd organization and documentation in

the laboratory.
P

v

The Training Manual details Quse training in the Department.

B. Case Records aru&gﬂicies
N\

Written report@e prepared when observations and conclusions are made as a result
of examin§ti erformed by appropriate members of the Department. These reports

5. Training Manual

become a of the case record/file. They represent analytical findings and, where
appropriate, the conclusions formed from these findings. Bench notes, worksheets and
other work products used to reach these conclusions are an integral part of the case
record. Reports are signed by the responsible Criminalist.

Case files contain sufficient information for an outside assessment of the laboratory’s
work product (see Case Management Manual). Section C, “Data Analysis and
Reporting,” discusses other relevant considerations of the case record: Scheduled
Analysis and Case Prioritization, Case Management, Data Analysis, Reporting, Case
Review, and Dissemination of Reports and Disclosure of Results.
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C. Data Analysis and Reporting

1. Scheduled Analysis and Case Prioritization

When cases are received into the laboratory they may be assigned a target date for
completion, which is determined after a discussion with detectives and/or district
attorneys. Cases that do not require immediate attention may be assigned a default target
date. Cases that require special attention may be assign rter target dates, and high
priority cases may be started immediately. Refer to the Cwnagement Manual.

2. Case Management QO

Generally, a single Criminalist, who acts as rpreting analyst, is responsible for
stewarding samples through the analytica) pr s. Usually, samples are processed in

bulk, using a rotation system in which alists and/or Laboratory Associates work
through rotations. See Case Manage anual for a detailed discussion.

Since sample analysis in the Iab{%yry is a part of case management, an interpreting
Criminalist (usually Criminalist IIV’s) is responsible for all facets of the case analysis.
See Case Management Mar& details. Criminalist I's will examine rape kits and will
generate reports for thosﬁs s that are semen negative.

Generally, the analyt (@scheme employs a rotation system in which samples move
through the Iabora’t ’Aln a logical fashion, progressing through workstations: Evidence
examination, se cal testing (P30/Amylase) DNA extraction, DNA quantification,
PCR set-up, amplification, STR analysis, and data interpretation and report
preparatio he Criminalist working at that workstation is referred to as a rotating
analyst an%s no responsibility other than ensuring that the work done in that rotation is
performed properly.

3. Data Analysis
a. Data interpretation

All analytical case data are interpreted independently and in sequence: by the
Criminalist who is assigned to a support and/or functional rotation, by the
Criminalist while preparing a report, and during the technical review process of
the case file.
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b. Discrepancies and disputes

While infrequent, discrepancies may occur from mishandling of samples in the
laboratory, such as mix-ups during DNA amplification, or selecting the wrong
sample for analysis. Usually, these discrepancies are spotted early during the
analysis, and the rotation supervisor and/or the interpreting analyst for the case
(with the consent of his/her supervisor), can correct the problem by re-analysis.
An investigation concerning the nature of the problemss necessary to determine
the root cause of the discrepancy. The rotation sup r (if applicable) and/or a
Criminalist IV or above can initiate this invegtig#tion, with assistance if
necessary, from the Quality Assurance Ma » Deputy Director, Technical
Manager, or the Director. If the problem | isolated event, remedial and/or
corrective action may be minimal or not n ary. However, a systemic problem
may necessitate extensive corrective % remedial and possibly even a change
in laboratory policy and/or proced feStxtion Oof this manual for a
discussion of corrective actlon)

Legitimate differences of (pl% disputes, concerning the interpretation of
results may occur. If diffe of opinion cannot be resolved by the Criminalist
IV or Assistant Directgr\&Technical Manager will be the final arbiter.

C. Data match'
Where identifi ns are made using DNA profiling, specific matching criteria
have be lished and are part of the methods manual. Refer to Protocols for

Forensu@ Analysis Manual.

d. ?‘Data standards

Known standards are recorded and monitored by means of criteria established by
the FBI Quality Assurance Standards and are included in the Forensic Biology
Quiality Assurance Manual.
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e. Additional and amended reports

If a report is found to contain an error, amended report must be issued to
correct the error. When additional analyses are performed after a report has been
issued, an additional reportill be issued.

Reporting %

All reports accurately reflect the data produced, Il opinions are based upon
objective scientific observations (refer to Pro for Forensic STR Analysis
and Case Management Manuals). @

Case Review

Technical Review %

A technical review is an evalu f reports, notes, data, and other documents to
ensure an appropriate and nt basis for the scientific conclusions (ref. FBI
QAS 7/2004) K

before final repor re released. This is an in-depth review of all analytical

testing perform the case. It ensures that laboratory procedures were
ocedures were followed, data was interpreted correctly, and
port accurately reflects the underlying data. The technical review
by a minimum of one supervisor, Assistant Director, Deputy

Director.

A technical reV|eWE is ormed on all cases and takes place in distinct phases

Dlrx?tN
Techhical reviews must be documented by dating and initialing the “technical
review” line on the Scheduled Analysis sheet. Depending on the type, a case
may receive one or two levels of technical review. See Table 1 and 2 for further
details.
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The technical reviewer may return the case file to the assigned Criminalist for
corrections or additional work.

The Assistant Director or Deputy Director will enter eligible DNA profiles into
the local OCME database (LINKAGE), and review and forward eligible profiles
to the CODIS group for entry into CODIS.

Administrative review

An administrative review is an evaluation of o-?eport and supporting
documentation for consistency with laborator icies and for editorial
correctness. (ref. FBI QAS 7/2004)

An administrative review is performed @cases and is conducted after the
technical review. This ensures that and worksheets reflect accreditation
body standards; case numbers, Vi€l d suspect names, and police evidence
control numbers are correct; and% ages are numbered and initialed correctly.

Administrative reviews mL% documented by dating and initialing the
“administrative review” Iin%)n e Scheduled Analysis sheet.

Rush cases are thos may require an immediate written or verbal report. In
these instances, review process may be shortened and the administrative
review may not lace until after the report has been issued.

>
Reviewin \es place in phases. Under routine circumstances, the case review
process g strated in the following tables.

?S
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Table1 Review requirements for sexual assault cases and PM rape Kits.

Result Criminqlist v Manag.ement
Review? Review?
Negative results, no DNA testing .Y.es . No
’ (or Criminalist 111)

Autosomal results /

. - Yes (o No
No DNA foreign to victim (\\D
Y Results — OU'
Simple Y Profile, no autosomal results Y% No
foreign to victim
Y Results — N §
Simple Y Profile, matching suspect es No
Y Results —
Multiple semen donors ,\QS ves ves
Y Results —
Simple Y Profile, low level m Yes Yes
on autosomal level RS
CODIS profile — %U'
No mixture in probafive Sample No Yes
Mixture in EF okgy,®
CODIS Profile 4\J
Mixture in p ve samples, Yes Yes
Deduced S

*
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Table 2  Review requirements for homicide, assaults, and other cases.

Result Criminalist IV Management
Review? Review?
Negative results, no DNA testing Yes No
DNA matching victim, no mixtures No C'D Yes
. _ ‘ g

CODIS Profile No 0 Vs
NO mixtures in case
DNA matching victim, Yes
Mixtures present N\
CODIS Profile — Ves Yes
Mixtures present, deduced profiles <G\

. . P
Forensic Paternity Cases (-\Q> No Yes
Body Identification Cases (1/ No Yes
Suspect file DNA casQOK No Yes

-

Deviations tr%%é above requirements are allowed. For example, analysts that
have rec pleted training may receive two levels of technical review on all
of their , including non-DNA mixture cases; a rush case or a DNA mixture
case gﬂged by a Criminalist IV could be reviewed by only an Assistant or
De@)irector. It is important to note that an Assistant or Deputy Director
musttreview all CODIS profiles generated by the Department of Forensic
Biology.

At times, a Criminalist 1V, Research Scientist, Assistant Director, Deputy
Director, or Director may conduct or direct independent scientific investigations
on casework. In these instances, the review process begins at the next higher
level of authority in the laboratory. If the Director initiates such investigations,
the Deputy Director or an Assistant Director will review the case.
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5. Dissemination of Reports and Disclosure of Results

During the review process, the Criminalist, Assistant Director, Deputy Director,
or Director will prepare a Report Route Sheet, which reflects the agency and/or
the individual who is to receive the report. Copies of reports in cases involving
deceased individuals are sent to the OCME records department and/or to the
NYPD and/or District Attorney. Reports in other case types — assaults, sexual
assaults, burglaries, and robberies — will be sent to_t YPD and/or the district

attorneys. ®\

Verbal disclosure of preliminary results is allo N}nly after results are reviewed
by an appropriate supervisor and then only, 'Qses where the results are critical
to an on-going investigationAn Assistant\Ri€€ctor, the Deputy Director or

the Director must approve disclosure o test results of work-in-progress.

Court testimony is the culminatig(ollme work performed by the laboratory’s scientists.

To ensure that court testim @ re well documented, relevant, and presented in a clear
and professional manner,éa estifying examiner will have their testimony monitored at

D.  Court Testimony

least once a year, provi testimony is rendered. Ideally, another member of the
laboratory staff who i jng in a supervising capacity should monitor the testimony, but
this may not be po@ in all instances.

Although monitorigtg can take different forms, direct courtroom observation is preferred.
Each eva by another member of the laboratory staff will be documented on the
Forensic %ogy Court Testimony Evaluation Form. The Form includes
evaluations/comments on the following areas:

1. Appearance

2. Poise

3 Effectiveness of presentation (technical knowledge, ability to convey
scientific concepts).

4. Interpretation of laboratory results.
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Scheduling conflicts do occur, and an appropriate reviewer may not be available. In
these instances, a letter from the District Attorney’s Office will suffice. The contents of
such letter are out of the control of the Department of Forensic Biology, and therefore,
there are no requirements of what it must contain.

Immediate supervisors must review the testimony monitoring results with each

individual, serving to identify areas of strengths and weaknesses. The review may
prescribe remedial action if the evaluation is unsatisfactory. P#oblems with the testimony
will be discussed, and deficiencies in the testimony may regie/retraining. Deficiencies
in knowledge will be addressed through remedial educa@hd might include one or
both of the following:

o Retraining on technical information if tmy(mas inaccurate.
e Moot court if the testimony showe Itiencieghe ability to express the
concepts clearly.
The review must be documented v%}%e immediate supervisor's signature and the
individual’'s signature on the evaflb All evaluations will be maintained in a

designated binder.
s\O

E. Evidence Handling Pr@cols

1. General Gs@ellnes

The D@ment of Forensic Biology operates in two separate locations. Evidence
sto?a d examination takes place off-site from the 520 First Avenue facility.

haw-of-custody refers to the documentation that tracks the receipt of evidence
(either post-mortem autopsy specimens or physical evidence obtained through
investigations), through the analytical process, until it leaves the control of the
laboratory.

The laboratory receives evidence primarily from the OCME Evidence Unit. The
Evidence Unit assigns a number (EU number) to the evidence and transports it to
the Forensic Biology evidence examination facility, where it is stored under lock
and key. Only Evidence Unit personnel have access to these locations.
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The NYPD and other agencies and jurisdictions may bring evidence directly to
the laboratory. Evidence from the OCME is received from all of the OCME

locations by courier. Normally, at the conclusion of the scientific testing, the

evidence is returned to the Evidence Unit, if an NYPD case, or returned directly
to the submitting agency. For specifics, see the Case Management Manual.

There may be conflicts concerning what constitutes “evidence” versus “work
product.” The Department of Forensic Biology defines work product as

information generated during the course of a sci examination such as
graphs, 35 mm slides, photographs, electropher, s, FTIR cards, or stained
slides.

a. Case numbers @Q
See discussion in the Case l@$ent Manual.
b. Item numbers QQ
An item refers to a % piece of evidence received by the laboratory.

Each item is as&d a unique number, which is cross-referenced to a
police voucher er, i.e., Item 1 on voucher H996103.

C. Evidenc pt

All ’@ce received in the laboratory must be properly seditaples
a an acceptable seal.All evidence must be packaged in paper
the laboratory receives it. Most evidence is accepted into the
ME by the Evidence Unit and is assigned an Evidence Unit number,
the EU number.
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The paperwork transferred with the evidence is reviewed to ensure that the
evidence belongs in the Forensic Biology Department. Generally, the
following items are not accepted:

(2) Items requiring fingerprint exams

(2) Items intended for hair/fiber exams

3) Items intended for gunshot residue exams
4) Hair, fiber, or other trace evidence

(5) Clothing from the deceased

2
>

ty Director or the Director
epts evidence.

A Criminalist IV, an Assistant Director,
makes decisions whether the laborat

X

d. Signatures
Evidence from user age %are transferred from the Evidence Unit,
where it is stored, to a er of the Forensic Biology Department. The
chain-of-custody fornﬁté ed out to reflect this. All dates are recorded
contemporaneouleT following reflect how a chain-of-custody form is
completed. s\o
(2) For gWdence delivered from an outside agency directly to a
m of the Forensic Biology Departmenfhis is not a
. @ e occurrence.

VOUCHER | ITEM(S) (' CEIVED FROM SHIELD RECEIVED BY DATE

F123456 1-6b$ Det. Smith 4567 P. Ryan 1/2/99

F123456 1-6 ! P. Ryan Evidence Unit 1/2/99

F123456 1-6 Evidence Unit Shelf B (storage) 1/2/99

For evidence delivered from an outside agency, the Evidence Unit
signs in the evidence then signs it over to the Department of
Forensic Biology when it is ready to be examined.

(2)
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3) Evidence from the OCME is received in sealed boxes containing a
chain-of-custody form. This evidence is taken into the laboratory
by a Criminalist assigned to this task and then assigned an
appropriate FB Number.

VOUCHER | ITEM(S) RECEIVED FROM SHIELD RECEIVED BY DATE
——————— PM 1-3 autopsy PM specimens | ---- P. Ryan - 1/2/99
------- PM 1-3 P. Ryan PM storagh\ 1/2/99
(b N
e. Storage of evidence 0

Evidence is generally stored in % storage until it is assigned for
analysis. Normally, evidence i \Vered to the Evidence Unit, assigned
an EU number, stored in t vilence Unit and then transferred to the
Forensic Biology Depart en the evidence is examined. Evidence
in progress (pending ation, pending review, etc.) is stored in a
secure location withi boratory.

N
f. Case assignm&o

See the Management Manual for a discussion on how cases are
assi hen a Criminalist begins the examination of the evidence, the
ch@custody will be completed to reflect that the work has begun.

osition — NYPD vouchered items

g. ?\
After the analytical work is completed, the evidence is packaged
according to NYPD protocols and returned to the Evidence Unit. The date
and signatures are recorded on the chain-of-custody form.
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h. Disposition — retained items

The laboratory shall retain (if possible) exemplars from each case for
further analysis, if necessary. These must be documented in the Chain of
Custody form of the case.

All DNA extracts are retained and have a separate tracking sheet, which is

part of the casefile. \%

Disposition — non-NYPD cases %

If a case comes into the laboratq m a non-NYPD agency, all
evidence, with the exception of re items, is returned directly to the

submitting agency.

OCME transport of specin@ym outer boroughs

Autopsy evidence 86616 the OCME offices in Manhattan, Brooklyn,
Queens, The Bro d Staten Island is received in sealed, plastic
containers. | s@ ach container is a Transport Manifest that has a
Transport r Number and is dated. Pasted to that Transport
Manifest argN\stickers with case numbers and/or bar codes for those
specimengitiside the container.

*

Sa@tracking in the laboratory

samples are removed from the evidence, a witnessing procedure is

?ﬁsed to show that testing is being performed on the correct sample.
W

itnessing occurs at several points during the analysis: when exemplar
whole bloods are removed from a blood tube and made into a dried stain,
P30 detection, Amylase detection, FT-IR/condom lubricant detection,
DNA extraction, DNA quantitation, amplification set-up, and during
capillary set-up stages to insure that the sequence of tubes containing
DNA or sample matches the appropriate worksheet. The witnessing
person must initial the worksheet.
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l. Consumption of a sample

If possible, the entirety of an item or sample should not be consumed
during analysis. It is recommended that at least 25% of the sample be
saved for future analysis, if needed. However, if in the opinion of the
analyst, consumption of the sample is necessary to have the best chance to
obtain results, the item or sample may be consumed; the notes must

clearly state this. %
2. Specific guidelines for different evidence @

a. FB Cases

(2) Whole blood and post- m@blood

A stain is prepared |n cards and is retained in the laboratory.
Eventually, the rds are transferred to a long-term storage

facility. For d'lipm al and disposition guidelines, see Forensic
Biochemistr)(\/l al, version 4.0,

(2) PM sexﬁ& sault evidence

S assault evidence obtained after an autopsy is secured until
ssed. Following the guidelines in the Case Management

Q\Aanual all items are retained. This will be reflected in the chain-

of-custody.
VOUCHER ITEI\Mv RECEIVED FROM SHIELD RECEIVED BY DATE
——————— PM 1-3 Autopsy P. Ryan 1/2/99
——————— PM 2D-H P. Ryan Retained samples 1/6/99
------- PM 2A-C P. Ryan ---- W. Morrow 1/6/99
——————— PM 1-3 P. Ryan PM storage 1/2/99
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3) Other PM items

Hairs, fingernails, tissues, etc. may also be received from the
autopsy and then retained. Specimens with a dried bloodstain may
be discarded, which will be reflected on the chain-of-custody form.

VOUCHER | ITEM(S) RECEIVED FROM SHIELD RECEIVED BY DATE
_______ PM 1-3 Autopsy P. Ryan \6 1/2/98
_______ PM 1-2 P. Ryan PM stQ(@\ 1/2/98
------- PM 3 P. Ryan ---- P ﬁe}er 1/2/98
------- PM 3 PM freezer - 2 y:’:m 1/20/99
------- PM 3 P. Ryan -—-- iscarded 2/3/99

O
Tissues obtaine@isease diagnosis will be retained frozen.

Bones for s@’t/ ent missing person identification will be
retained.

N
b. Non-FB casgs O

(2) Bl
>
\Q\he Forensic Biology department receives EDTA blood, if
C) available, from most autopsies. Most of these do not fall within
the mission of the Department of Forensic Biology because they
?‘ are not the subject of a felony investigation or body identification.
For disposition and disposal guidelines of these samples, see the
Forensic Biochemistry Methods Manual.
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(2) Other PM items
Other post-mortem items are occasionally received on non-FB
cases. These items are usually discarded within two months.
C. Additional analysis on retained samples

When analysis is done on samples that wer@reviously retained, the
chain-of-custody will reflect this:

VOUCHER | ITEM(S) RECEIVED FROM SHIELD ED BY DATE
F123456 1-6 A. Anzalone NRyan 1/2/99
o
F123456 | 1-6 P. Ryan NShelf B 1/2/99
F123456 1-6 Shelf B .’Q\ ~ | F. Baldi 2/4/99
o
F123456 1-6 F. Baldi NN R. Burgos 2/4/99
Retained ltems F. Baldi n\J Retained storage 2/4/99
Retained ltems Retained Storag{ Vr P. Buffolino 3/4/99
-
Retained Items P. Buffolin O Retained Storage 4/4/99
»
d. ltems tra@ed to or from other OCME departments
*
Spe 'Als are sometimes brought into the laboratory from other OCME
d thhents. For example, sometimes evidence is received on cases for
iZh autopsy specimens are not received by the Department. In these
tances, appropriate specimens may be obtained from the Forensic

Toxicology Department, the Histology Laboratory, or from DNA database

specimens. The chain-of-custody must reflect this:
VOUCHER | ITEM(S) RECEIVED FROM SHIELD RECEIVED BY DATE
toxicol. Blood B. Marker (toxicology) M. Samples 1/2/99
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Evidence is occasionally transferred to another OCME department, such
as a knife to a medical examiner, who wishes to examine it. The chain-of-
custody must reflect this:

VOUCHER | ITEM(S) RECEIVED FROM SHIELD RECEIVED BY DATE
F123456 1-6 A. Anzalone ---- P. Ryan 1/2/99
F123456 1-6 P. Ryan ShelfB = 1/2/99
F123456 1 Shelf B P. Ryarrx\ﬁ 1/3/99
F123456 1 P. Ryan Dr. G{s > 1/3/99
F123456 1 Dr. Gilson ).g&}mples 1/3/99
F123456 1 M. Samples @\H&fs 1/3/99
e. Unlabeled items @
Occasionally autops yimens are received with no identifying case
numbers, specimen®types or other identifying information. These
specimens are disOon d.
f. Submittal to&tﬁ& agencies
Instanc ise that require the Department of Forensic Biology to send
ewdé o other agencies or laboratories. Under most circumstances this
3% plished using overnight mail services; the shipping paperwork is
{ the case file. The chain-of-custody will reflect this.
VOUCHER ITEMg RECEIVED FROM SHIELD RECEIVED BY DATE
Retained Iltems M. Samples ---- FBI via FedEx 1/2/99

When the evidence is returned to the Forensic Biology Department
through malil services, the chain-of-custody must be filled out similarly.
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If additional items, such as DNA extracts, are returned, a new chain-of-
custody form must reflect that.

VOUCHER | ITEM(S) RECEIVED FROM SHIELD RECEIVED BY DATE
Retained ltems M. Samples FBI via FedEx 1/2/99
Retained Items FBI via reg mail M. Samples 1/4/99
Extracts FBI via reg malil M. Sam 4/4/99
g plQSO‘)
Extracts .- M  Sanpl es S DNA st @e 4/4/99
3. Security @
a. Building Security @

All Department of Forensj
are carried out at either

gy laboratory functions for the OCME
nhattan or Bellevue facilities.

as two entrances: One on the 30th Street side
ain entrance, on First Avenue. Each entrance is

The Manhattan bu’en
and the other IQ
guarded dufin day by either a security guard or by an OCME

employee. | visitors are required to sign a logbook before being
escorted ¢ e building. After normal working hours, the entrance on
Firste e is locked with an electronic keypad. Evidence Unit

p guard the morgue entrance off Sreet twenty-four hours a
d@ even days a week.

?‘F e Bellevue facility is located on the™8and ' Floors of the
A

dministrative Building. Building security is maintained by Bellevue
Police. The 8 floor has one emergency entrance and one main entrance.
The 9" floor has four emergency entrances and one main entrance. All
emergency entrances are electronically locked and are accessible by a
FOB key. The evidence unit of the Forensic Biology unit guards the main
entrance. The laboratory is open seven days a week during normal
working hours and closes at 7 p.m. daily.
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b. Laboratory Security

The Department of Forensic Biology is accessible only by authorized
personnel. This includes departmental, visiting and consultant staff,
students-interns and other selected OCME employees. All access points
into the 520 First Avenue "6 Floor Laboratory is controlled by an
electronic keypad.

Evidence inside the laboratory must be store '%cure locations. Keys to
these areas are kept inside a drawer, whi locked at all times with a
combination lock; a key log is availableQéy Forensic Biology staff has

access. @

Evidence being processed may opened on a desktop during normal
working hours, but must be %gn d to a secure evidence storage area at
night. Evidence need e a permanent seal until the work is
completed.  During @ght storage, it will be protected from
contamination from o(ﬁ't/ identiary specimens with a temporary seal.

Post-mortem bl cards and other exemplars are stored in secure
locations that orensic Biology Laboratory staff has access.

Current iles are located in file cabinets inside the Department of
Foremsic\BTology.

C. (@ Storage

on-current retained items and case files are generally stored at the
storage facility in Long Island City. This facility is secured by an
electronic code lock and padlock. Only Forensic Biology employees have
access to this facility.

F. Equipment Calibration and Maintenance Logs

Each essential scientific apparatus must have a usage and maintenance logbook
associated. Essential” is defined as equipment that is required for a testing
procedure and if malfunctioning, will compromise the reliability and accuracy of the

results obtained. Such equipment must have QC recordsSpecific equipment QC
procedures for essential scientific apparatus are found in the Quality Assurance Manual.
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The first step for all preventative maintenance is cleanliness. Spills must be cleaned
IMMEDIATELY. Some spills may be corrosive to neighboring equipment and cause
more damage than necessary. It is easier to clean reagents before they dry.

Irregularities observed during routine monitoring or use of all equipment are recorded in
the comments section of the log and reported to the supervisor on rotation, as per
departmental guidelines concerning corrective action (Section O). Whether or not
equipment is unsuitable for casework use is a decision made by the Quality Assurance
Manager and/or the Technical Manager, and either ma corrective action. Any
action taken must be recorded in an appropriate log. If uipment has been removed
from use, for whatever reason, an entry must be m j*the appropriate log. A sign is
placed on the equipment so that it is not used until ropriate repairs are made.

After appropriate repair and/or re-calibrati@e Quality Assurance Manager or
Technical Manager may re-certify that t guipment is available for casework. Re-
certification requires that the Quality ce Manager or a member of the Quality
Assurance Unit records that the mstu%e is available for casework in the instrument's
log. Staff will be notified that the e% nt is available for use and the “Offline” sign is

removed.
O

G. Proficiency Testing PgOgram

1. Overview Q@rnal Proficiency Testing Program

The e @roflmency testing program demonstrates the quality of the scientific

o fered by the Department of Forensic Biology, and serves as a
mec anism for critical self-evaluation. All specimens of an external proficiency
test must be analyzed according to current standard operating procedures with the
exception that we are required by ASCLD/LAB to report every locus for all
samples included in the proficiency test. This means that the following sample
types, which during normal casework analysis might only be tested in one or two
multiplex reactions, must be amplified at all applicable loci:

1) Excluded suspects
2) Mixtures, even though there are other clean profiles
3) Epithelial cell fractions from an unknown stain or from a body orifice

swab, even if the results match the victim type.
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The proficiency test contains a Proficiency Evaluation sheet, which is a checklist
completed by the supervisor (usually a Criminalist 1V) and the Assistant/Deputy
Director. The Proficiency Evaluation sheet gives supervisors a mechanism to
evaluate an analyst’s overall performance. It also gives the Assistant and Deputy
Director a mechanism to evaluate the supervisor’s case review skills.

All technical personnel who participate in DNA analysis of casework must
undergo two external proficiency tests every year as gefined by the FBI Quality
Assurance Standards. One test must be performedNQ«#he first six months of the
calendar year and the second test must be perfo In the last six months of the
calendar year. The interval between consegtiy® tests must be at least four
months and not to exceed eight months. ionally, the Quality Assurance
Manager and all technical personnel e trained in performing Quality
Assurance/Quality Control functions m o take proficiency tests.

Unlike other analysts, Criminali d Laboratory Associates are competent
only in selected areas of the al process - Chelex extraction, P30 ELISA,
QuantiBlot, and PCR Amplifi setup - and cannot interpret the final DNA

typing data or prepare {2 sociated written scientific report. Thus, their
participation in profici sts will be limited to the functional specialties listed
above and will be ai&@nth an Interpreting Analyst (1A).

All proficiency t hall be obtained from acceptable NYS and ASCLD/LAB
external prafig] test providers. This includes Collaborative Testing Service
(CTS), Ical Research Institute (SERI), Cellmark Diagnostics (IQAS),

Quality I'c) sics (QF), and the College of American Pathologists (CAP).

The?uality Assurance Manager, and/or his/her designee shall manage the
Profi¢iency Testing Program.

Corrective Action — External Proficiency Testing Program

It is the responsibility of the Quality Assurance Manager (and/or his designee) to
inform the Director and/or the Technical Leader of any discrepancies found by the
test vendor, to ensure that deficiencies are acknowledged, and that any corrective
or remedial action is taken and documented. If an error is found, the Quality
Assurance Manager must ascertain the cause of the error, determine the severity
of the error, and document any corrective action taken. In the case of an
analytical/interpretation error, the Quality Assurance Manager must ensure that
the analyst has not made this same type of error in casework.
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Analytical/Interpretative Error

Analytical/Interpretative errors raise immediate concern regarding the quality of
the laboratory and/or individual’s work product. An investigation must be
performed to determine if the deficiency was the result of an analyst’s analytical
or interpretive error or if there is a deficiency in a method or protocol (i.e.,
equipment malfunction).

Corrective Action

If investigation determines that the deficiency was
understanding of the methods, procedures,
laboratory, the analyst will be prohibited fro rming the test in casework
until he/she has been re-trained, and a new, iency test has been successfully
completed. The Quality Assurance Man nd/or the Technical Manager must
manage a review all cases signed @e analyst since the last successful

proficiency test in order to asc@xh ther similar errors have occurred and

%sult of analyst's lack of
r protocols used by the

slipped past the case review pro

All re-training must be perf gn accordance to the Forensic Biology Training
Manual. Only until an anwst as been retrained, another proficiency test may be
administered. O

If investigation dewines that the deficiency was in a method or protocol, all
casework utilizi at method or protocol will cease immediately. Any
necessary cha& to the method or protocol must be validated and approved by
the Quali surance Manager and/or the Technical Leader prior to the re-
implem jon of the method or protocol.

All V&tigations and actions shall be documented and filed with the Quality
Assutance Unit.

Intermediate Errors

An Intermediate Error is due to a problem that may affect the quality of the work,
but is not persistent or serious enough to cause immediate concern for the overall
quality of the laboratory and/or individual’s work product.

Corrective Action

If investigation determines that the deficiency was the result of a lapse in the
analyst’s abilities, the analyst will be prohibited from performing the test in
casework until he/she has been re-trained.
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The Quality Assurance Manager and/or the Technical Manager must manage a
review all casework performed during the relevant period. If necessary, selected
samples must be repeated to verify that initial typing results are correct.

Administrative Error

This discrepancy is determined to have only minimal effect or significance, be
unlikely to recur, is not systematic and does not significantly affect the
fundamental reliability of an individual's work product. %

Corrective Action
Administrative errors (i.e., clerical, sample st , documentation, etc.), once
identified as such, will be corrected by n Mg the analyst of the problem.
Depending on the nature of the error, t %Iyst may require re-training in the
relevant area. For example, if the err@w sample storage, the analyst will be
re-trained concerning the proper st@e f biological specimens. Documentation
of this re-training is necessary. Q

Simple clerical errors will b %ed out to the scientist. Subsequent casework
will be closely monitored by cagework supervisors for administrative errors.

Errors of failing to ollggstablished laboratory QA/QC procedures will result in
documentation ongtRe Proficiency Evaluation sheet. The scientist will be re-
instructed in t ropriate procedures, which will be documented on the

TheRe-analysis Proficiency Testing Program is a quality assurance program
where a previously examined sample is re-examined by a different person to
check for correctness. The Quality Assurance Unit is responsible for reanalyzing
samples, reviewing the results, and comparing them to the original analyses.
Each month, a random selection of a minimum of two (2) samples will be selected
from cases completed within the previous year. Each sample shall be submitted
for extraction, quantitation, amplification (on at least one casework multiplex
system), analyzed for STR results, and compared. Original and re-examined
results must be documented. A second reanalysis must be performed if the results
do not agree. All corrective action must be documented and maintained.
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H.  Personnel Training and Qualification Records

Training falls into several categories: Courses taken at universities and colleges,
workshops designed to educate on specific topics and techniques, on-the-job training
where theoretical and practical information and experience is obtained from the scientific
staff, seminars and lectures held at local universities where scientists are invited to speak
on various topics, scientific literature, and professional meetings. Each of these will be
discussed in relation to training requirements in the Depargment of Forensic Biology.
The laboratory has a training coordinator who is responsi Qgin-house training of new
staff and continuing education of existing staff. 095

1. Courses at Universities @Q

Scientific staff in the Department Qf
educational requirements necessa

sic Biology has met the minimum

0 meet the title descriptions. Continuing
d as a mechanism of maintaining a state-of-
mic environment within the service mission of

the-art staff and fostering a
the Department of Forensi
through the City of New York*is not normally available, the department cannot
require staff to atteng\@ es at universities, but staff will be made aware of

appropriate course&

2. Workshogs @
Q

Companj utinely offer workshops in the local area, usually as an aid to their
' nctions. Normally there is a charge for these courses. The staff will
aware of these workshops. All applications to workshops must be
itted to the Training Coordinator and approved by Forensic Biology

Management.

Workshops are also offered in conjunction with local universities specializing in
forensic science training (i.e., John Jay College of Criminal Justice, University of
New Haven), as well as through professional organizations such as The
Northeastern Association of Forensic Scientists and the New Jersey Association
of Forensic Scientist. Although the staff cannot be guaranteed reimbursement for
the workshop costs, recommendations will be made to attend those, which seem
important to the mission of the department.
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On-The-Job-Training
The specifics of on-the-job training can be found in the Training Manual.

Seminars and Lectures

Seminars and lectures offered at the OCME, at local universities, the Department
of Forensic Biology, the Department of Health, at edical Center, and by
corporations on selected topics will be announced members.

Scientific Literature Qo

All scientific staff are required to read §Qe ropriate scientific literature related
to the forensic aspects of the analytigal performed in the department.

The supervisory staff will pr '%opies of articles deemed to enhance the
scientific theoretical backg necessary for the understanding of current
testing procedures or for cu research being conducted in the department.

Professional Meetl&@&

Each staff scien@&y apply to have up to one week’s time to attend a scientific
conference.an . Approval will depend on the Office of the Chief Medical
gxthe Mayor's Office as budgetary constraints may prevent

of expenses. All applications to professional meetings must be

Certification of Scientific Staff

Certification of all staff scientists by the American Board of Criminalistics is
desirable, and the department will encourage all staff to attain certification.
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l. Method Validation Procedures and Records

Methods used in the Department must be validated using accepted procedures —
conforming to the FBI DNA Quality Assurance Standards and/or NDIS Standards —

which demonstrate that the methods are capable of providing reliable results from

specimens commonly received for forensic analysis. Analytical test results and the
validation protocols used for each test must be available and must be kept on file in the
laboratory.

The laboratory will conform to the criteria in Standard E&%he FBI Quality Assurance
Standards, when validating methods. Q

J. Quality Assurance and Audit Records

Records documenting that the Qualitsurance program is implemented and
maintained are kept as a normal co:g Qo business. The Quality Assurance Unit is

responsible for maintaining these rféi/

N
1.  Inventory 6&0

An inventory 0 scientific equipment is maintained in the Department. The
QualityAit@ e Unit is responsible for maintaining the inventory.

K.  Scientific Equipment

2 Op§r$ s Manuals
All s€ientific equipment manuals are kept as a part of a centralized operations
manual. The Quality Assurance Unit is responsible for maintaining these
manuals.

3. Calibration/Maintenance Procedures
Procedures for the calibration and maintenance are part of the Quality Manual.
4. Calibration/Maintenance Logs

Calibration and Maintenance logs are located at or near each specific piece of
scientific equipment for which these logs are required.
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L. Safety

1. Manuals

The Departmental Safety binder is a compendium of manuals maintained at the
OCME.

a.

Chemical Spill and Clean-up \%

This manual details the OCME gwdehr@ d regulations specifically
related to chemical spills and notlflcatlo edures.

Blood Borne Pathogen Standar @

This manual provides the r‘@yations regarding blood borne pathogens
standard, 29 CFR 1910.

NYC Department of Infection Control Manual

This manual lgg‘xen prepared to provide DOH employees with the
i [ ed to protect their own safety and their patients. It

information «g
provides s ic precautionary techniques and guidelines in order to
reduce'& and disease.

OGQ&\-Iazard Communication Plan

%ls manual is to ensure that OCME is in compliance with the OSHA
Hazard Communication Standard (HCS) 29 CFR 1910.1200 and
delineates responsibilities regarding chemical hazards.

OCME Hazard Contingency Plan

This plan applies to all unplanned releases of hazardous waste or
hazardous waste constituents at the OCME. Its purpose is to minimize
hazards to human health or the environment from an unplanned or sudden
release of hazardous waste or its constituents.
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f. Chemical Hygiene Plan

2.

The chemical hygiene plan delineates responsibilities, procedures and
guidelines regarding the handling of chemicals at the OCME.

g. NYFD Regulations on Chemical Storage

This manual delineates the fire department's regulations for the storage
and use of chemicals, acids and gases in cgHege, university, hospital,

research and commercial laboratories. ®\

h. Working With Chemicals 0
This manual provides information ployees on how to use the NYS
Right to Know Law.

Right to Know Training QQ

The OCME has a Right{%ow training program that is provided annually.
Each OCME employ quired to attend. Each employee is required to take a
written test annuallé. mentation is available from the OCME Safety Officer.

Material Saf& ata Sheets (MSDS

MSDS s \are kept in a separate binder for all reagents and chemicals used in
the depdrtgtental laboratories. The OCME is also required to have a copy of the

mo %;rent MSDS sheets for those materials used in the OCME building. The

she&s are updated as required, and they are readily available in the laboratory.

M. Historical or Archival Records

Records for all laboratory operations are maintained with the case file under the
laboratory case number (FBXX-), where XX refers to the year, as discussed in the Case
Management Manual. For years prior to 1990 the records are maintained using a
different nomenclature system.
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N.  Quality Audit

An annual quality audit is required by New York State and by the FBI Quality Assurance
Standards. The Department’s accreditation requires an external audit every other year
conducted by an independent, external evaluator who has no responsible function in the
Department. In between these years, the Department of Forensic Biology may choose to
conduct an internal audit by qualified laboratory staff, or to request an external audit.
The Quality Assurance Manager must perform an audit of the,quality system annually.
All audit reports are sent to the Director and are available}&pection by accrediting or

NYS regulating bodies. 0

Guidelines Q

The quality audit is a primary tool used to evalu %nfirm or verify activities related to
laboratory quality. Its purpose is to assess c iance with the operational requirements
of the quality system. Periodic audits, led with day-to-day review of scientific
reports and external proficiency testin ide an effective means for ensuring that
quality control activities are being_i ented continuously and that each forensic

examiner performs in a manner cofs t with the quality system.

The Director will schedule i &and external quality audits. Audit results will be sent
to the Director who will e o the auditor's comments. The reply will discuss
corrective action taken or@sons why corrective action will not be taken.

R\~
O. Non—Conformk@qd Corrective Actions

Problems Iculties can arise in all phases of laboratory operations, and these must be
dealt with a0propriately. Listing each potential problem is impractical, and this topic is
considered in general terms. Generally, laboratory problems are divided into major
categories, which reflect the laboratory's operations, and may include the following:

1) Operations that reflect the laboratory's mission
2) External influences which reflect the laboratory's proper functioning
3) Problems of a specialized nature
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1.

Problems affecting the Laboratory’s Mission

These are usually technical problems and may include, among others, a method
that has ceased to work properly or a laboratory error. The root cause of these
problems must be identified and corrected as soon as possible and then corrective
action taken, if necessary.

The investigation of the problem may be simple or c r%x. At its inception, the
problem will be identified at some level. In all ca & vestigation of the root
cause will assume a hierarchal structure and s volve, at a minimum, one
supervisor (e.g., Criminalist Il or IV Rotation rvisor to Quality Assurance
Manager and/or Technical Manager) until oot cause is identified. Any
corrective action taken shall be docume n a Corrective Action Report and
must meet with the Quality Assuranc nager and the Technical Manager’s
approval. Corrective action depen@n the seriousness of the problem or non-
conformity identified.

Corrective Action (Lb

When non-conformit @s or is suspected as a result of analytical errors,
proficiency test ergor ernal or external audits, user agency complaints, or
equipment malfu n, its occurrence must be reported immediately to an

appropriate su @ r. For example, if the non-conformity occurs at the Chelex
rotation, the»%e visor at that rotation must be informed.

If the pr@\?n Is not trivial, that supervisor must notify the Quality Assurance
Ma .~ The Quality Assurance Manager must then ascertain the seriousness of
the “conformity, and corrective action should follow the guidelines below:

1) If necessary and appropriate, laboratory activities pertaining to that non-
conformity will be stopped until the investigation is completed.
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P.

2.

2) Corrective action must be documented on a Corrective Action Report with
the following information:

. Specifics of the problem.

. The root cause of the problem, if known.

. An appropriate solution.

. Identify cases that are being affected, if any.

. Re-work affected cases and re-issue re&@ if necessary.
. Re-train analysts, if necessary.

>
{\\\’
External influences @,

Some problems (i.e., the building's
problems that are solved by OC
can be directed to the OCM
personnel or directly by the

atg; cooling, lighting, etc.) are operational

SYypport staff. In these instances, problems
rt staff either by the first level supervisory

who discovers the problem.

Specialized Problé@K

Certain laborato Gctions require specialized support. In these instances (i.e.,
health and .ra;gin safety), there are appropriate personnel designated in the
laborator t the OCME who are responsible for these functions. For
example&e is a laboratory representative on the health and safety committee
whom ¢ nsulted in these instances.

Subcontracting

While the Department of Forensic Biology does not routinely subcontract work to outside
laboratories, the possibility exits that this might become necessary. In these instances,
the Department of Forensic Biology will ensure that the subcontracting laboratory
adheres to our accreditation standards by one of the following:

o Evaluate the laboratory against the FBI Qualityukaace Standards.
o Obtain existing FBI QAS audit — or equivalent — adp from the
subcontracting laboratory.
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A. OCME

The OCME’s Manhattan headquarters, satellite autopsy suites (The Bronx, Brooklyn,
Queens, Staten Island, and Manhattan) and Bellevue Laboratory are linked by a computer
network. The components of the system include:

1. Software programs for word processing & databasing, such as WordPerfect,
Paradox, DataEase, and Microsoft Office. %

2. Medical Examiner casework database. \

3. Procurement database/ordering system. %

4. E-Mail 0

5. Departmental and individual accounts. @Q

B. Departmental

The Forensic Biology Laboratory direc ocated on the OCME network under
G:\USERS\FBIOLOGY. Individuals ccess to their own private directory under a
different drive name.

Departmental functions mair@ on the network include:

Reports (archived es may be compressed with Pkzip)

Productivity st @s (created in Paradox)

Current upd% of Departmental manuals and forms

Manage atabases (logbooks) defined in Paradox

Case Ii{;a databases defined in Paradox and in CODIS (maintained on a

se and dedicated network)
6. LO%A population databases
The Forensic Biology Laboratory has non-current reports archived on the OCME
network under I\USERS\FBIOLOGY.

agrLdOE
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CODIS is the FBI's national DNA index system. The Department is a local CODIS laboratory.
As such, all eligible profiles are uploaded to the New York State DNA Index System. Further
information may be found in the Department of Forensic Biology CODIS Manual.
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The collective Citywide Contract between the City of New York and District Council 37,
AFSCME, AFL-CIO dictates the time and leave policy for city employees. The current manual
is available in the Departmental conference room at the OCME headquarters building in
Manhattan.
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Genera guidelines, directives, that govern the behavior of OCME employees is available in the
Departmental conference room.
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A.

Per sonnel Disputes

Disputes and complaints among employees are inevitable. When these occur, the parties
in question may approach their individual supervisors. If the complaint cannot be
resolved at that level, it will be taken to the first managerial or higher levels. The
OCME'’s Public Relations Officer investigates harassment complaints.

Union | ssues \%

Some disputes and complaints are union issues. | @e instances, employees have
rights and recourse under the City’s Collective Bargajsm greement with the Unions.
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This Appendix contains links to the current organizational charts of the Department of Forensic
Biology. Organizational charts will be displayed in Microsoft PowerPoint.

Forensic Biology Management

Case Work Tree — Samia Basilious, Assistant Director

Case Work Tree — Mecki Prinz, Assistant Director

Case Work Tree — Helen Rafaniello, Assistant Dinecto %

Case Work Tree — Marie Samples, Assistant Dire@

Quality Assurance Unit @

CODIS Group @

Mitochondrial DNA Analysis, Missing B ) ns, and Kigensitivity Group
W.T.C. Identification Group

Forensic Research and Validatga/

Molecular Genetics s\o&

Anthropology Group 6

Administrative Staff,
Forensic Analv§ié:§1d Reconstruction UAtdded on January 13, 2005)

O
O
v
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