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Enclosure 7-6
Special Considerations

A.
Sample Chain-of-Custody Readiness Plan

1.
Introduction.  Chain-of-custody is a conceptual-driven process in jurisprudence that applies to documenting the handling of evidence.  The chain-of-custody procedure assures continuous accountability designed to withstand the documentation requirements associated with legal challenge.  If not properly maintained, an entire evidentiary item may not be admissible in court.

The chain-of-custody document is a chronologically written record of those individuals who have had custody of the evidence from its initial acquisition until its final disposition.  It identifies the location, transfer and security of the evidence from collection to disposal, and provides documentation that identifies each person having true possession of the evidence and any actions taken along the course (e.g., photographs, testing).  A complete, detailed and chronological chain-of-custody procedure is necessary documentation for civil and criminal cases.


The discussion that follows addresses the procedures to be followed in collecting, processing, analyzing and documenting evidence and specimens that may be submitted as evidence in legal proceedings.
2.
Physical Evidence.
a.
Police and Security must be contacted immediately to obtain (collect or receive), process and establish custody of physical evidence.

b.
VA Handbook 7030, paragraph 8, provides guidance on safeguarding evidence and property in the custody of Police.
c.
VA Form 3524, Evidence or Property Custody Record (Attachment A), and VA Form 3524a, Evidence or Property Tag, will be completed upon the taking of either evidence or property into the custody of Police.

3.
Biological Specimens.

a.
General.  Daily operations in the Pathology and Laboratory Medicine Service (P&LMS) do not routinely include chain-of-custody documentation procedures.  With the exception of pre-employment and random employee drug screen testing, which includes strict chain-of-custody procedures, testing is focused on patient care medical needs and services.  When the occasional request is made for clinical testing information to be presented in a legal setting, the laboratories rely upon documenting written standard operating procedures for unique identification, collection, labeling, handling, processing, testing and storing samples.  All VAMC laboratories are required to maintain accreditation through both the The Joint Commission (TJC) and the College of American Pathologists (CAP).  VAMC facilities with transfusion medicine services also maintain accreditation through the American Association of Blood Banks (AABB) and/or the Food and Drug Administration (FDA).  Operational guidelines for all Pathology and Laboratory Services are standardized through adherence to the P&LMS Handbooks 1106.1 and 1106.2.
b.
Crime Scene.  In the event that collection of a biologic specimen (such as blood, urine or tissue) is specifically declared part of a crime scene investigation, chain-of-custody documentation must be maintained throughout the collection, transport, testing, storage, release and destruction phases.  Biologic samples may be requested as potential evidence in a biologic, chemical and radiological event in the settings of terrorism, accidents and natural world occurrences.
c.
Forms.  The chain-of-custody form and the evidence form provided by the Police or federal agent in charge of the incident must accompany each unique sample from the time of sample collection to delivery at the sample’s final destination (testing site or repository).  According to the Centers for Disease Control (CDC), “Samples collected from victims exposed to chemical agents are regarded as forensic, as well as diagnostic, samples and must be handled as such.  The name of each person who has control of the sample must be documented throughout the sample’s existence.”  Laboratories should expect to document the following steps in the chain-of-custody process and any ensuing investigations:
· Identity of individual collecting sample and method of collection (e.g. skin cleansing method; collection tube preservative; number of tubes collected; time and date of collection; and, sealing with evidence tape or seal, as appropriate).
· Full name, social security number and date of birth of patient from whom the sample is collected; or unique identifiers in the event that the patient is a “John or Jane Doe,” if transmittal of information without name is required.
· Transport and possession declarations for all steps from collection to storage or release and destruction.
· Testing performed along with sampling methods (e.g., cap piercing versus cap removal) and testing methodologies.
· Testing results along with documentation of testing dates; entry date and time; result verification process; and, linked information, such as comments and reference ranges.
· Documentation of laboratory accreditation status and possible deposition of the laboratory director or testing technologists.
4.
Environmental Samples.
a.
Collecting Samples.  In the event of a biological, chemical or radiological contamination event, it may be necessary to collect environmental samples.  Those samples may be a collection of residue materials deposited in the area or air samples collected in the area where the event occurred.  Police and Security Service should be contacted to witness the collection of samples, whenever possible, and to ensure that the chain-of-custody procedures are maintained.  An important legal aspect of sampling and analysis is the documentation of chain-of-custody.  This is particularly the case when samples are collected on-site and transferred to an analytical laboratory for testing.  Results may be challenged in court if a clear chain-of-custody of the sample is not present.

b.
Labeling.  Chain-of-custody records are used to document the location and personnel responsible for test samples.  Samples must be traced from the moment that the samples are taken to the time that the final results are reported and the sample is archived or destroyed.  This involves tracking custody by the person collecting the sample until the sample is relinquished; then tracking transport by courier or certified delivery to the laboratory performing the analysis; and, finally, tracking the chain of events within the laboratory leading to the reporting of the results and the disposition of the sample.  Custody issues include:

1)
Individual or team collecting sample is responsible for:

· The correct labeling of the sample.

· Sealing of samples in a manner that allows tampering to be detected, should it occur.

· Secure appropriate storage of samples in a controlled environment fit for the purpose.

2)
Transport via a courier or certified delivery service that provides:
· The completion of shipping notes that include brief descriptions of the samples.
· Maintenance of records containing dates/times of receipt and delivery, including names/signatures of personnel involved.
3)
Use of an accredited analytical laboratory that has:
· An established accessioning program.
· A chain-of-custody of samples program.
· A documented quality assurance program.
c.
Identification of Samples.  Each sample must be assigned a unique identification number.  That unique identification number must be documented on the sample label.  A sample log is to be maintained that includes the sample identification number, date of collection, description of sample type, location of sample, sample analysis requested and name of analytical laboratory.

d.
Sample Seals.  A supply of sample seals or evidence tape should be readily available.  Sample seals designed to clearly identify tampering are available from most commercial accredited laboratories or industrial hygiene supply vendors.  Sample seals should be applied immediately after collection by the person that collected the sample.

e.
Forms.  The easiest way to standardize the chain-of-custody of test samples is to use a chain-of-custody form.  The content of the forms clearly identifies:

· The name/address/telephone number of the customer.

· Unique sample identifiers.

· Instructions for the tests required upon the samples.

· A section covering the actual chain-of-custody of the samples.  This includes provision for stating the name of personnel, dates and times of relinquishment/receipt of the samples, etc.


A data sheet provided by the analytical laboratory, VA Form 10-0018 (Air Sample Data Sheet) (Attachment B), or a chain-of-custody form designed by the facility may be used to document chain-of-custody.

f.
Analytical Results.  The analytical laboratory must report the chain of events within the laboratory leading to the reporting of the results.

g.
Disposition of Sample.  Directions to the analytical laboratory must include disposition of any evidence remaining after analysis.  Decisions on disposition of the sample will include consideration of the stability of the sample, appropriateness of retention and methods and location of storage.  The laboratory must provide information on the location and method of storage and the procedures used to retrieve the sample, request additional analyses or order the disposal of the remaining sample.

B.
Sample Pharmacy Cache Readiness Plan

General.  VA treatment facilities will store a cache of pharmaceuticals and medical supplies reserved specifically to treat veterans, VA staff and victims seeking treatment at the VA facility that are casualties from the use of Weapons of Mass Destruction (WMD).

· The caches will be sized to treat either 1000 casualties (small cache) or 2000 casualties (large cache) for a two to three-day period.

· The Under Secretary for Health will determine which size cache medical centers will receive and in what order.  All VA treatment facilities will receive a cache on a scheduled basis. 

· The VA caches will be centrally purchased, configured and shipped to each VA facility by Pharmacy Benefits Management Strategic Healthcare Group (PBM).

· Cache inventory will be centrally tracked.  Replacement products will be centrally purchased and drop-shipped to each VA facility in advance of product expiration dates.  A stock rotation program will be centrally managed by PBM.

· Each VA facility will be responsible for cache inventory requirements and providing appropriate storage, security and accountability of the caches.  Each VA facility will be responsible for assisting PBM with the stock rotation program.

· Access to the cache will be limited, with details incorporated into the Emergency Operations Plan of VA treatment facilities.

· The caches will be stored and secured in compliance with criteria issued by PBM.

· PBM and Emergency Management Strategic Healthcare Group will provide training on all aspects of cache management and product use.  The training will begin for each VA facility soon after it has been scheduled to receive a cache.

A sample Standard Operating Procedure for the VHA Pharmaceutical Cache is contained in Section 6 of the Emergency Management Program Guidebook.

Attachments:

A.
VA Form 3524, Evidence or Property Custody Record.

B.
VA Form 10-0018, Air Sample Data Sheet.
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