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Chain of Custody Urine Drug Screen Collection
Principle:
Urine drug screens are performed to determine if individuals are consuming or utilizing non-prescription 

drugs.  All Chain of Custody Urine Drug collections (DOT and non-DOT) are performed consistent with 

established Department of Transportation (DOT) Guidelines (49 CFR Part 40). These guidelines define how all 
collector training is performed and the reasons for testing.  
Reasons for testing include:
· Pre-employment

· Random

· Reasonable suspicion

· Post accident

· Return to duty

· Follow-up

Definitions and Abbreviations:

	
	Abbreviation
	Definition

	Donor
	
	Person submitting urine for testing.

	Collector
	
	Trained individual who instructs and assists donor at collection site, initiates and completes COC Drug Testing form.

	Urine Drug Screen
	UDS
	

	Chain of Custody

Chain of Custody &

Custody and Control Forms
	COC

COC

CCF


	Process used to describe documentation of collection transfer of urine specimen from Donor to collector, to courier, to lab.

Drug Testing Forms (DOT and non-DOT), often preprinted, laboratory specific duplicate forms used for chain of custody procedure.

	Designated Employer Represenitive
	DER
	

	Department of Transportation
	DOT
	Federal agency: sets standards for all commercial drivers.

	Substance Abuse & Mental Health Service
	SAMSA
	Federal agency: sets standards for drug testing procedures.

	NIDA (Federal/Regulated)
	
	Term used synonymously with DOT collection.

	NON-NIDA (Forensic/Non-regulated)
	
	Term used to describe urine drug screen collection process that is not DOT – specific lab and company.

	(Medical) Office Assistant
	MOA /OA
	

	Medical Review Officer
	MRO
	MD/DO who has met specific criteria for training in field of forensic substance abuse and the legal aspects of drug testing.

	UDS Bathroom
	
	A secure restroom without potential sources for adulterations of urine specimen (i.e., no soap, bluing agent in toilet, water source off).


DOT Collection: To be performed if the employee states they have a CDL license, the employee’s company is listed on the client list as a requestor of DOT testing, or if the employee comes in with their own DOTCCF.

NON-DOT Collection:  To be performed if the employee’s company is listed on the client list as a requester of NON-DOT testing, or the employee comes in with their own NON-DOTCCF.

Note: See Attachment 1 for quick reference guide.

Procedure:

1) Client Company orders UDS using one of the following methods:

a. Corporate Health Services (CHS) form.
b. Designated Employer Representative accompanies employee.
c. Employee arrives with COC form.
d. Telephone order from Client Company; documented on the “Verbal Order for Laboratory Test” form.  
2) Registation registers the individual to an appropriate account.

Note:  In post accident cases where the patient has been seen in the Emergency Department, registration must register the UDS under a separate X0#.

3) Collector obtains correct form.  Clients and their forms are listed on the Post Accident as well as the Complete Client list.
· If a client forgets to bring their form, try to have someone from the client’s employer bring the form.  If this is not possible use the standard Alere form.  Do not turn clients away.
4) Collector must identify the employee.  Individual being tested must provide an acceptable form of donor identification (See Attachment 1 for details):

· Acceptable Forms:

a. Photo ID: Original Driver’s License, benefits card or Employee ID.
b. Employer Representative: Supervisor or Human Resource Representative.  Need to take the ID of the Representative.
Note:  If Donor identity cannot be verified by one of the above methods, contact the DER.  The collection should not proceed until positive identification is provided.

· Unacceptable Forms:
a. Social Security cards, ATM, credit card, and school IDs.  These forms are not issued by a state or federal agency, and are easily reproduced.

b. Faxed or photocopied ID cards.  

c. Coworker other than employee’s supervisor or Human Resource Representative.

5) Prepare collection site.
a. Secure water sources: unavailable (water shut off or tape faucets).
b. Add bluing agent in water of bowl & tank; and/or tank lid secured.

c. Remove soap, cleaning agents, disinfectants and other possible adulterants. 
d. Inspect for foreign or unauthorized substances.
e. Secure undetected access.
BOTH the DONOR and COLLECTOR maintain visual contact with the specimen AT ALL TIMES until the specimen is sealed and labeled. 

Observed specimen collections:  See section labeled Direct Observation. 
6) Collector explains collection procedure to the donor.
7)  Collector verifies number on top of form, matches number on bottle seals, and completes step 1 of the collection form.

8) Donor is asked to remove outer garments: coat(s), hat, and jacket.
· Wallet may stay with Donor.
· Purses, briefcases, etc. are locked in hospital lock box.
Note:  Collector must request donor to display items in pockets. If item is found that could adulterate   specimen, secure item in lock box. If no such items exist, items can be put back in pockets.
      Under no circumstances may a Donor be directed to remove clothing and put on a hospital gown
9) Collector watches donor wash and dry hands. Donor is informed not to rewash hands until after specimen has been given to collector.
10) Either collector or donor selects collection kit and opens it. Donor takes only the collection container into the bathroom.  Sealed specimen bottles remain with the collector.
11)  Donor is requested to submit 45– 60 cc urine in collection container (affixed with temperature strip), not to      flush toilet and to open bathroom door when finished.
· Donors that normally urinate through an indwelling catheter may provide a collection directly from the indwelling catheter into the collection container.

· Donors that normally urinate through a catheter that empties into a bag must empty and present the bag to the collector.  The donor is then encouraged to drink up to 40 oz of fluid in a three hour period.  The urine captured in the bag may then be emptied into the collection container.  When the specimen is collected from the bag, the temperature may not fall into the acceptable range.  The collector must note the circumstances under the remarks section of the CCF.

      Note:  Minimum amount of urine for DOT collection is 45 cc total:  30 cc primary and 15 cc split.
12) Collector steps outside bathroom and puts gloves on.
13) Donor submits urine - within four minutes –for temperature check.
14) Collector notes temperature (acceptable temperature range 90° – 100°F), and records temperature in appropriate box on COC form.

Note:  Refer to Unusual Occurrences below for specimen outside temperature range.
15) Chain of Custody (COC) Form completed step by step by Donor and Collector.
16) Urine is poured into transport container(s) (single/split). For DOT collection, the first 30 cc’s poured out of collection container and into shipping container is labeled as primary collection: label “A” and remaining urine (minimum of 15cc) is labeled as split specimen: label “B”.
17) Affix seal(s) to specimen(s).  Seals must be dated and signed by collector and donor as appropriate.
· If the seal breaks, transcribe information from the CCF to a new form, and use the seals from the first CCF.
· If a split sample has been collected and one specimen has been sealed but the seal for the other specimen breaks, transcribe information to a new CCF, enter a comment in the remarks section indicating the seal has been broken as well as the old form’s ID number.  Place the new seal over the old seal in such a way as to make an “X”.  The collector must date and the donor must initial the new set of seals.

18) Place specimen(s) in COC bag.

19)  Collector confirms all steps of COC form are complete.
20)  COC forms:
	Copy 1
	Fold, & place in COC bag.
	
	

	Copy 2
	Send to MRO.
	
	Send copies 2-4 to Occ Med via interoffice mail. 

	Copy 3
	Retain at collection site.
	
	

	Copy 4
	Send to the employer.
	
	

	Copy 5
	Give to Donor.
	
	


Note:  Some COC forms may not have Donor copy – If Donor requests copy, photo copy the employer copy and give this copy to the donor.

Note:  COC forms are individualized for specific laboratories – refer to bottom of COC form for directions.  DOT collections must be split specimens and the Federal Chain of Custody must be used.

21) COC bag is sealed.
22) Donor invited to use washing facilities.

23) Items from lock box are returned to donor.
24) Specimen(s) are logged onto the “DRUG SCREEN LOG” in Chemistry and then locked in the silver located in the dirty room.  The specimen will be transferred by courier service to Occ. Med.
General Information: 

Regulated and non-Regulated collections at same visit: Collect DOT specimen first.  Separate voiding, COC forms and collection kits are to be used (this is rarely requested).
Urine specimens are never to be mixed from separate voidings.  

Chain of Custody form must be completed in all appropriate sections.
Temperature:
Acceptable temperature range of specimen is 90 – 100°F (32 – 38°C).  If temperature strip does not indicate urine specimen is within acceptable range, it is acceptable to attach temperature strip from unused container to outside of the donor container for further verification. Urine must be at the level of the temperature strip to register a temperature, otherwise, it is considered a shy bladder - shy bladder procedures should be followed.  If there is adequate amount of urine (30cc single, 45cc split) and temperature is outside the acceptable range, the following steps are taken:
· DOT Collection –The specimen is sealed, labels affixed, signed and dated.  The COC Temperature Box for “No” is checked. Remarks section: Note the specimen temperature was NOT in the acceptable range and another specimen is to be collected. Reference the specimen ID number of the second collection. This specimen is to be placed in its plastic bag, COC inserted and bag sealed. Donor is informed that they must provide a second specimen and will be collected under observation. If donor agrees to observed collection, it must be with person of the same gender and this person must witness the specimen flowing from the donors’ body to the collection container.  If donor refuses, this information is noted on the second COC form. The COC form is completed.  Distribute copies to the appropriate addressee. Notify the appointed DER of the events. 

· non-DOT Collection – Complete collection process. Call company representative for direction (i.e., collection of 2nd specimen with or without direct observation collection; do they want the first specimen sent for testing?).

Specimen Volume:
Single = 30 cc minimum

Split (DOT) = 45 cc minimum
For DOT and non-DOT: If volume of first voiding is less than required amount but temperature of specimen is within acceptable range:

· Discard the specimen, note in “Remarks” section of COC form and collect second specimen.  The same COC is used for second collection using a new collection kit. 

Note:  Donor may be given up to 40 ounces of fluid distributed reasonably over a three-hour period.  Document start and stop time on consent form. Majority of people will produce a second urine specimen within an hour with two glasses of water.

If after the three-hour time limit and 40 ounces of fluid ingestion, the donor fails to provide an adequate specimen: DOT 45 cc; non-DOT 30 cc; notify the Employer Representative for a decision if this is a non-DOT collection. If this is a DOT collection, inability to provide adequate specimen, 45cc, is considered a refusal and note this on the COC form.  The COC form is distributed as usual and the DER notified. Collection attempts are to be documented on the original COC. Donor does not sign the COC form. Collector signs the “Remarks” section.

Suspect or Obvious Adulteration:
If the specimen submitted has any of the following:

· Unusual color (i.e. blue).
· Presence of foreign objects.
· Unusual odor (i.e. bleach).
· Excessive foaming when shaken.
Note: A remark must be entered on the CCF indicating what the collector observed, i.e. “Specimen excessively foamy, 1 of 2 collections, second CCF ID#______”.

· DOT: continue with routine collection WITH informing the donor that a 2nd collection is required and must be under direct observation.  If donor refuses the observed collection, note on the 2nd chain of custody form and send to appropriate recipients. Notify the company DER. If donor agrees to an observed collection, use separate collection kits and COC forms – noting appropriately in the “Remarks” section of each collection. Send specimens from both collections to the appropriate lab.

· non-DOT: Call client company for direction (i.e. 2nd collection, with or without direct observation, the client company may choose to consider this as refusal to test).

Note: If donor is unable to provide sufficient specimen for the second collection, the Shy Bladder procedure is initiated.
Shy Bladder Procedure:

Person who is unable to provide a specimen on demand.  

· Reasons for shy bladder:


· Donor may have intentionally voided prior to collection.
· Could not provide a specimen as directed.
· Physical disability.
· If a donor tells the collector, upon arrival at the collection site, he/she cannot provide a specimen; the collector must begin the collection procedure regardless of the reason given. 

· At the point in the collection procedure where the collector and Donor unwrap/open a collection container, the collector: 

1. Requests the donor to attempt to provide a specimen. 

·  The donor demonstrates his/her inability to provide a valid specimen when the donor comes out of the enclosed toilet stall with an empty collection container.

2. Directs the donor to drink fluids. 

· The donor is given a reasonable amount of fluid to drink (up to 40 oz of fluid in a three hour period) distributed reasonably through a period of up to three hours or until the donor has provided a new sufficient amount of urine; whichever occurs first. The donor may refuse to drink the fluids provided. The collection process is continued until the three hour time limit is up.
· The donor must remain under the direct observation of the collector or an agency representative to prevent the donor from possibly compromising the collection process. 

3. Instruct the donor to communicate when he/she is able to provide a sufficient quantity of specimen.  The collector uses the CCF form the first attempt but using a new collection kit.

· It is recommended that the collector allow sufficient time to have only one additional attempt rather than having to document several unsuccessful attempts. 

4. Maintain a record of the time of each attempt, whether there was no specimen provided or the quantity of specimen provided and the total ounces of fluid given to the donor. 

· Example: Insufficient specimen @ 1330; 2cd insufficient specimen @ 1430; adequate specimen @ 1530.
· Example: Attempted, no specimen @ 1330; insufficient specimen @ 1425.
· Example: Attempted, no specimen @ 1420; donor refused to proceed with collection and left the testing area.
5. Discards any inadequate specimen and the collection container that was used for the void but retain the CCF.

6. Discontinue the collection procedure and notify the agency of a potential “shy bladder” situation if after a period of three hours (i.e., from the time the donor first demonstrated that he/she was unable to provide a sufficient quantity of specimen) the donor is still unable to provide an adequate specimen. 
7. Indicate “Shy Bladder” on the “Remarks” line of the CCF and attach a copy of the record documenting the attempts to collect a specimen. Copy 1 is discarded since no valid specimen was collected and the other copies of the CCF are distributed appropriately. For DOT collection, the company DER must be notified.

Direct Observation:
· Required only when the following has occurred:

a. The employee has attempted to tamper with his or her specimen at the collection site.

· Specimen is outside of acceptable temperature range.

· Specimen has unusual color, odor, and or characteristics.

· The collector finds an item in the employee’s pockets or wallet which appears to be brought into the site to contaminate the specimen.

· The collector observes conduct suggestive of tampering.

b. The Medical Review Officer (MRO) orders the direct observation because of the following.

· The employee has no legitimate medical reason for certain atypical laboratory results.

· The employee’s positive or refusal test result had to be cancelled because the split test could not be performed.

· The collection procedure is the same as a routine collection with the addition of a same gender observer physically observes the donor urinate into the collection container.

a. The observer requests the employee to raise his or her shirt, blouse or dress/skirt, as appropriate, above the waist, just above the navel.

b. The observer requests the employee to lower clothing and underpants to mid-thigh and show the observer, by turning around, that the employee does not have such a device.

Note:  If the employee has a device, the collection is stopped.  The observer documents the circumstances in the remarks section of the CCF, as well as notified the DER.  THIS IS REFUSAL TO TEST.

· After the voiding, the donor passes the specimen to the collector. 
Note: Must be documented as a direct observation collection under the “Remarks” section of the COC form.

Refusal:

The collector determines a refusal under the following conditions:

· Donor refuses to remove unnecessary outer clothing.

· Donor refuses to wash hands with soap and water before providing a specimen.
· Donor refuses to allow collector to inspect contents of their pockets.

· Donor refuses to provide a specimen.

· Donor fails to remain at testing site until collection completed.

· Donor refuses to allow direct observation.

· Donor refuses to take second test as requested by collector or MRO.

· Donor wears a prosthetic device designed to interfere with testing procedure.

· Donor admits to collector that they adulterated or substituted specimen.

· Donor purposefully disrupts collection procedure.

The MRO determines a refusal under the following conditions:

· Donor fails to provide sufficient amount of urine.

· Donor provides adulterated or substituted specimen confirmed by the laboratory.

· Donor refuses to take medical exam for shy bladder.

The following does not constitute a refusal:

· Donor refuses to initial seals on bottles.  Collector must write a comment in the Remarks section and continue collection process.

· Donor refuses to sign in Step 5.  Collector must print donor’s name in Step 5, and document the refusal in Remarks.
· Donor refuses to drink fluids during Shy Bladder scenario.

Collector Training:
All Urine Drug Screen Collectors for Corporate Health Services must complete training:
· Observation of Foley Services Urine Drug Screen Collection Video.
· Observation of collection of a minimum of two consecutive error-free real time or mock DOT collections.
· Observation of collection of a minimum of two error-free real time or mock non-DOT collections.
Refresher collector training will be provided every 5 years unless the collector commits a “fatal flaw” during collection of a DOT specimen causing that specimen collection to be cancelled. Within 30 days, the collector will undergo an Error Correction Training and complete three error-free mock collections. These mock collections will include two on the subject matter of the error and one uneventful collection.

Reference:
· Urine Specimen Collection Handbook for Federal Workplace Drug Testing Programs August 2001, Version 1.01

· Part 40 – Procedures for Transportation Workplace Drug and Alcohol Testing Programs effective August 1, 2001
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