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OPl: SP/FSLD
PROCEDURES FOR EVI DENTI ARY SAMPLES
l. PURPOSE
This Directive establishes policy and procedures to be followed by Science

Labor atori es when receiving, handling, processing and di sposing of sanples
whi ch may be used as evidence in a court of law. These sanples may incl ude,

but are not limted to, those originating from the Conpliance Program
Epi dem ol ogy activities, Emergency Prograns, Contam nation Response System
consumer conplaints, Ofice of the Inspector General, Food and Drug

Adm ni stration, and other special sanples submtted by field personnel. These
sanples are referred to herein as Evidentiary Sanpl es.

1. ( RESERVED)
1. REASON FOR | SSUANCE

Agency personnel may be required to testify regarding sanples offered as
evidence in Federal court proceedings. If FSIS is requested to provide a
sanpl e and associ ated | aboratory docunentation as evidence for a trial, an
Agency enployee may be required to testify that the evidence is authentic.
Therefore, sanples that are to be introduced as evidence nust have been
controlled in a manner that allows FSIS to denonstrate that: (1) the sanple
has been identified correctly; (2) that custody has been adequately
controlled and thoroughly docunented during the period the sanple was in
| aboratory possession; and (3) the sanple itself has not been altered in any
way by parties other than the sanple preparer and the analyst (Note: The
preparer and analyst may alter the sanple in ways such as grinding and
removing a small portion of the sanple for analysis). This control ensures
"sanple integrity", that is, the sanple has not been |ost, tanpered with or
ot herwi se rendered i nadm ssable as evidence in a future | egal proceeding.

Sanple integrity is achieved by:
A Thor ough docunentati on of:
1. Sanpl e transfer fromcollecting person to | aboratory receipt;
2. Condi ti on of sanple upon receipt by the | aboratory;

3. Procedures perfornmed upon the sanple while under |aboratory
control

4. Al l persons who had access to the sanple, including tines of
access and reasons for access.



B. Security of the sanple, i.e., restricting access to it.

C. Denonstration that the sanple was secured at all tines and never
| eft unattended while under |aboratory control

| V. PCLI CY

It is the policy of FSIS |laboratories to control evidentiary sanples in
accordance wth the Federal Rules of Evidence and judicial standards. This
is to assure that:

A Sanple integrity and identity are maintai ned,

B. Anal ytical findings are reliable, accurate, and supportable; and

C The chain of custody of the sanple will w thstand cross-exam nation
in the event that the sanple and/or |aboratory results are introduced into
evidence at a trial.

V. REFERENCES

FSIS Directives 8150.1, 8410.1, 10600.1 and 10600.2; Meat and Poultry
| nspection Manual, Part 23A; MPI Bulletin 83-26.

VI . DEFI NI TI ONS:

A Laboratory - includes the three Field Service Laboratories
(Athens, Ga.; St. Louis, M.; and Al aneda, Ca.) and the Beltsville National
Laboratories, Beltsville, M.

B. Laboratory Director - includes the Directors of the three Field
Service Laboratories and the Branch Chiefs of the Beltsville National
Laboratori es.

C. Responsi bl e Supervisor - includes In-Charges and First Line
Supervisors (for Chem stry, Pathol ogy, and Mcrobiology) in the Field Service
Laboratories, and the Section Chiefs in the Beltsville National Laboratories.

D. Responsi ble Analyst - is the |ead analyst to whomthe sanple is
assi gned.
E. Sanpl e Cust odi an-person at |aboratory responsible for control of

evidentiary sanple.
VI, | NI TI AL CONTROL
A Desi gnating a Sanpl e Custodi an

1. Each | aboratory shall assign one person and a back-up as



Sanpl e Custodian for sanple receipt and control. In addition, this person
wi |l supervise mailroomactivities.

B. | dentification

1. Most evidentiary sanples originate from Conpliance D vision
investigations. Al Conpliance D vision investigatory sanples shall be seal ed
with FSIS Form 8040-1, "OFFICIAL SEAL" (See FSIS Directive 8150.1: "Sanple
Collection and Integrity"). Sanples originating from consunmer conplaints,
anenability, epidem ol ogy and enmergency prograns shall not be seal ed unl ess
instructed by the area office. However, a "Priority Sanple Sticker," FSIS
Form 8000-12, shall be placed on the outside shipping container of all
sanpl es submtted by the Conpliance Program

2. Evidentiary sanples are identified by the seal on the closure
of the internal container (e.g., the neck or flap of the bag containing the
sanple). If possible, all products (including intact cans or jars) should be

i ndividual ly placed in separate polyethyl ene bags. For jars that cannot be
pl aced in a pol yethyl ene bag, a seal should be placed at the juncture of the
lid and glass container. For other container types, the seal should be
attached so that tanpering woul d danage the seal. Seals should tear or self
destruct upon renoval or tanpering.

3. Unseal ed sanpl es subsequently identified as evidentiary
sanples are to be imedi ately secured. The Sanple Custodi an nust notify the
Laboratory Director, who will contact the Director, FSLD, for instructions on
how to proceed.

NOTE: The Conpliance Divisionis the only FSI'S program authori zed to use the
"Official Seal" (FSIS Form8040-1). If other prograns initiate special seals
for the sane purpose, the procedures in this directive shall apply.

C. Processi ng.
1. After receipt and identification, the evidentiary sanple shall
be taken to the Sanple Custodian. |If a sanple is received beyond the nornal

tour of duty, the carton shall be secured in |ocked storage until the next
wor ki ng day.

2. If the sanple is received during the normal tour of duty but
anal ysis cannot be initiated i medi ately, the Sanple Custodi an shall secure
the sanple in appropriate storage.

3. | f, upon receipt, the seal is intact, the Sanple Custodi an
shal | :

a. Exam ne the enclosed forn(s) to determ ne the anal yti cal
unit; and

b. Initiate an Evidentiary Sanple Control Form (Attachnent



) and conplete blocks 1 through 13. |If the sanple has been shi pped by ot her
than normal nmail, shipping docunentation will be kept with the official form
4. | f, upon receipt, the seal(s) is not intact or tampering is
obvi ous, the Sanple Custodian shall alert the Laboratory Director, who wll
then notify the organi zation that submtted the sanple. The sanple will be
secured, as specified in Section |IX, pending instructions to proceed.

D. Rout i ng.

1. After conpleting the required docunentation, the Sanple
Cust odi an shall personally submt the sanple to the Responsi bl e Supervisor
(RS), who signs and dates the Evidentiary Sanple Control Form

2. I f the sanple requires mcrobiological analysis, the Sanple
Cust odi an shall deliver the sanple to the RS in mcrobiology. If the RS for
m cr obi ol ogy suspects a public health hazard, he/she nust imediately notify
the Meatborne Hazard Control Center and other appropriate personnel if
war r ant ed.

VI, SUPERVI SORY CONTRCL
A Sanpl e Recei pt.

The Responsi bl e Supervi sor shall accept the Evidentiary Sanpl e and associ at ed
docunents fromthe Sanple Custodi an and sign and date the control form The
Sanple Custodian retains the carbon copy of the control form for the
| aboratory file on that evidentiary sanple. The RS wll then assign the
sanple to an anal yst.

B. Anal ysi s
The Anal yst:

1. Accepts the sanple and signs and dates the control form The
Evidentiary Sanple Control Form and associated control docunents (e.g.,
Regi stered or Certified Mail receipts and seals) nust acconpany the sanple
until the analysis is conpleted. After initial entry into the Laboratory
Sanpl e Flow System (LSFS), the official formis returned to the responsible
anal yst to acconpany the sanpl e through processing.

2. Breaks the seal (if the seal is intact). He/she then initials
and dates the broken seal but does not renove it. He/she exam nes the sanple
to determine if it is in condition suitable for analysis.

3. Renmoves only the required quantity of sanple necessary to
perform the analysis and retains the sanple in the internal container with
its broken seal.

4. Pl aces the unused sanple portion in a bag together with the
original bag or container and seals it with a sealing bar. It is then placed



in a second bag and sealed with a sealing bar. Prior to sealing, the analyst
wll wite the form nunber and sign and date the area where the sealing bar
will be applied. |If the sanple is contained in sonething other than a bag
(e.g., canned product), follow the same procedures outlined above, except
retain the sanple's comrercial |abel and container identification (e.g., a
can lid with the serial nunber). This information shall be placed in a third
bag and seal ed as above. The reserve is returned for secure storage to the
Sanpl e Cust odi an who signs and dates the control form

5. Supervi ses sanpl e preparation personally if sanple preparation
is required by soneone other than the responsible anal yst.

6. Conpl etes the analysis. The analyst then discusses the
anal ytical findings, interpretation, and recording of results with his/her
supervisor. |If the analysis requires nore than one working day, the sanple
shall be returned to the Sanple Custodian for secured storage. Thi s

transacti on nust be docunent ed.
C. Fi nal Processing
Upon conpl etion of the sanple and rel ated docunentation, the analyst wll:

1. Convey the remaining portion of the sanple to the Sanple
Custodi an for control and secure storage.

2. Revi ew and conplete data entry on the | aboratory forn(s) and
forward to LSFS for results entry.

3. Prepare a contents list for each sanple file. The list is
verified by the Sanple Custodian.

4. Forward all docunentation to the RS. The docunentation should
include the original Evidentiary Sanple Control Form supporting reports,
official forns(s), other docunmentation, and the internal seal(s).
| X. STORAGE

A Sanpl es

1. The RS wll ensure that sensitive sanples are stored in a
secured area. Access should be limted to the Sanple Custodi an and back- up.
2. The Sanple Custodian will maintain sanple security.

3. Persons receiving the sanple fromthe Sanple Custodian w |

sign out and in for the sanple on the control form
B. Sanple Files

Keep in secure storage. Access to the sanple file shall be authorized only by



t he RS.

X RETESTI NG AND TRANSFERRI NG

A Retesting in Receiving Laboratory
Al'l control procedures provided for initial analysis, final processing and
storage in Sections VIII B, VIII C, and I X nmust be followed if a decision to

retest i s made subsequent to conveyance of sanple custody after conpletion by
the initial analyst.

B. Transfer to Other Governnent Laboratory
The surrendering | aboratory will:

1. Create a record of the transfer for its files, including
phot o-copies of all transferred docunents.

2. Transship the sanple and all original docunents to the new
| ocation. The receiving organization shall return to the originating
| aboratory a signed receipt which is placed in the file containing copies of
the transferred records.

Xl . REMOVAL
A. Aut hori zati on

Division directors nust provide witten authorization to the Laboratory
Director for renoval of a sanple.

B. Transshi ppi ng

The person receiving the sanple (including enployees of the U S. Postal
Service and other common carriers) must present proper identification and
sign for the sanple prior to release. The Sanple Custodian will control this
process.

C. Qpposing Litigant Party

1. A sanpl e or associ ated docunmentation shall not be surrendered
to the opposing party without a court order, which will be relayed through
channels to the Laboratory Director. |If issued, the terns of the court order
wll be followed. If the litigant is allowed access to the sanple or
docunentation at the l|aboratory by ternms of a court order, an appropriate
staff nmenber will acconpany him her during direct access.

2. A sanpl e or docunentation also may be surrendered upon witten
request fromthe Ofice of General Counsel

X, DI SPOSAL OF EVI DENTI ARY SAMPLES



A Aut hori zati on
D sposal of evidentiary sanples requires witten direction froma Division
Director, who shall issue disposal orders upon witten authorization by a
responsi ble official of the originating organization. The Conpliance Program
lists of their sanples to be discarded also constitute disposal
aut hori zati on.
B. D sposal Conditions

1. CGenerally, sanples are not destroyed until litigation is
conpl eted (including appeals in case of re-trial).

2. The Laboratory Director will enter the witten authorization
in the sanple file and give the file to the Sanple Custodian, along with
sanpl e di sposal instructions.

3. The Sanple Custodian wll wupdate the last |ine of the
Evidentiary Sanple Control Form upon disposal. The formwll then be placed
inthe sanple file. The sanple file will be retained in accordance with FSI S
records retention schedul es.

Ronal d E. Engel
Deputy Adm ni strator
Sci ence Program

At t achnment
FSI'S Form 10625-1 (10/85) Evidentiary Sanple Control Form
( REFERENCE PAPER COPY OF THI S DI RECTI VE)



