
CHECKLIST FOR SITE SOP REQUIRED ELEMENTS:
Chain of Custody
	Element 
Present
	CONTENT-SPECIFIC REQUIRED ELEMENTS

	SPECIMEN COLLECTION

	     FORMCHECKBOX 
 a)

     FORMCHECKBOX 
 b)

     FORMCHECKBOX 
 c)

     FORMCHECKBOX 
 d)

     FORMCHECKBOX 
 e)

     FORMCHECKBOX 
 f)

     FORMCHECKBOX 
 g)

     FORMCHECKBOX 
 h)

     FORMCHECKBOX 
 i)
	A description of the laboratory’s specimen collection process, which includes, but is not limited to, the following as applicable:

a) Personal Protection Equipment (PPE) worn by staff;

b) Consent and other paper work in order;

c) Preparation of the subject;

d) Type of collection container and amount of specimen to be collected;

e) Special conditions (i.e., time of day, etc.);

f) Types and amounts of preservatives or anticoagulants;

g) Special handling (refrigeration, etc.) between collection and time received by the laboratory;

h) Proper specimen labeling; and

i) Types of containers to be used for transport of specimen.

	 FORMCHECKBOX 

	A description of the specimen collection process for any unusual or non-blood specimens (e.g., collected under aseptic conditions to ensure quality of specimen and to avoid contamination of specimen).

	 FORMCHECKBOX 

	A description of policy when no specimen or inadequate sample is collected.

	 FORMCHECKBOX 

	A description of the laboratory’s training requirements for personnel collecting specimens.

	Comments:




	SPECIMEN TRANSPORT TO LABORATORY

	 FORMCHECKBOX 

	A description on how specimens are packaged for transport from phlebotomy to laboratory receiving.

	 FORMCHECKBOX 

	A description of necessary paperwork and specimen log information to accompany specimens.

	 FORMCHECKBOX 

	Policy on timeline from draw of specimen to receipt in laboratory.

	 FORMCHECKBOX 

	Policy on who is responsibility of specimen transport from phlebotomy to laboratory.

	Comments:




	SPECIMEN RECEIPT IN LABORATORY

	 FORMCHECKBOX 

	A description of the laboratory’s process for identifying individual specimens (e.g., Patient Identification (PID) number for each subject, identification printed on specimen labels match requisitions forms) upon receipt in the laboratory.

	 FORMCHECKBOX 

	A description of the laboratory’s process for documenting entry of specimens into the laboratory (e.g., specimens are logged into a database, LIS, or LDMS system).

	 FORMCHECKBOX 

	A description of documentation of specimen condition upon receipt in the lab.

	 FORMCHECKBOX 

	A description of the sample rejection policy.

	 FORMCHECKBOX 

	A description of the process to correct problems with specimens (collection amounts, sample labeling, sample condition, issues during transport, etc.).

	 FORMCHECKBOX 

	A description of the laboratory’s process for specimen accountability (e.g., date, time, name and signature of handler, record of when each sample was received or dispatched, Sample Identification (SID) number assigned to each specimen).

	 FORMCHECKBOX 

	A list of the laboratory’s specimen retention times.

	Comments:




	SPECIMEN PROCESSING – Plasma, Serum, Urine, Cells

	 FORMCHECKBOX 

	Procedure on how the laboratory processes specimens (e.g., centrifuge speeds and times, what secondary containers are used and how they are labeled, etc.). Provide a step-by-step procedure for each specimen type (reference other protocols if the information is found elsewhere).

	 FORMCHECKBOX 

	Describe the laboratory’s process of transporting specimens (processed or whole blood) to the testing departments.  

	 FORMCHECKBOX 

	Description of how the specimen specimens are stored for long term storage.  Include how specimens are tracked, logged, and stored. 

	Comments:



	SPECIMEN TESTING

	 FORMCHECKBOX 

	Describe the laboratory process for performing testing.  (Refer to other procedures when possible.) 

	 FORMCHECKBOX 

	Describe the laboratory’s policy on retention of wet specimens.  The policy should meet or exceed DAIDS approved regulations. 

	 FORMCHECKBOX 

	Description of how the specimen results are reported and entered into one laboratory report (e.g., how the results are entered onto one report, how result reports are verified and signed off, where reports are stored until returned to clinic/sending laboratory, etc.).

	 FORMCHECKBOX 

	Description of how result reports are reported or delivered to the clinic or requisitioning laboratory. 

	Comments:



Include the following pertaining to shipping of specimens if the lab does not have a separate shipping SOP.

	PREPARATION AND PACKING

	 FORMCHECKBOX 

	A description of the regulations the laboratory follows [e.g., International Air Transportation Association (IATA)] when packing specimens for shipment.

	 FORMCHECKBOX 

	A description of shipping training and documentation of training for staff.

	 FORMCHECKBOX 

	A description of the shipping containers the laboratory uses to transport specimens.

	 FORMCHECKBOX 

	A description of the laboratory’s process for labeling, sealing, and packaging specimens for shipment.

	 FORMCHECKBOX 

	A description of the documentation that accompanies shipments.

	Comments:


	TRANSPORT AND SHIPPING

	 FORMCHECKBOX 

	A description of the laboratory’s tracking management system for transportation, chain of custody, record keeping and tracking for shipments of specimens to and from the laboratory or reference laboratories. Include a description of electronic system and/or description of paper system and any status reports generated.

	 FORMCHECKBOX 

	A description of the couriers used by the laboratory for international or local shipments of specimens to and from the laboratory.

	 FORMCHECKBOX 

	A description of the national/local import and/or export requirements for the shipping of specimens and a description of the laboratory’s procedures for complying with those requirements.

	 FORMCHECKBOX 

	A description of the laboratory’s notification procedures in case of accidents or spills of specimens during transport.

	 FORMCHECKBOX 

	A description of shipment notification to the recipient prior to shipping specimens.

	 FORMCHECKBOX 

	A description of the laboratory’s policy on how long shipping documentation is retained. 

	Comments:


	References:

· Federal Register, Department of Transportation, 49 CFR Parts 171, 172, 173, 177, and 178: Hazardous Materials: Revisions to Standards for Infectious Substances: Final Rule

· 39 CFR Part 111: Hazardous Materials: Proposed Domestic Mail Manual Revisions for Division 6.2 Infectious Substances and Other Related Changes

· OSHA 29 CFR Part 1910.1030: Bloodborne Pathogens

· CLSI. Procedures for Handling and Processing of Blood Specimens; Approved Guideline – Third Edition.  CLSI document H18-A3 (ISBN 1-56238-555-0). CLSI, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898, USA, 2004.

· Clinical Laboratory Improvement Amendment (CLIA) Self- Assessment Questionnaire

· College of American Pathologists (CAP), Laboratory General Checklist for Laboratory Accreditation Program

· ICH E6 Good Clinical Practice: Consolidated Guidance (GCP)
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