RSPA

COLLECTION SITE PROCEDURE

INSPECTION FORM


PRIVATE 
§40.23 Preparation for testing

PRIVATE 
COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/APRIVATE 

§40.23(a)

 YES    NO    N/A
§40.23(b)(1)

 YES    NO    N/A
§40.23(b)(2)

 YES    NO    N/A
§40.23(c)

 YES    NO    N/A
§40.23(d)(2)(i)

 YES    NO    N/A
§40.23(d)(2)(i)
1. Is drug testing custody and control form number DOT 3900.9 or equivalent being used?

2. Do collection site personnel provide the donor with a clean, single-use specimen bottle that is securely wrapped?

3. Do collection site personnel provide a tamper-proof sealing system designed in a manner to ensure against undetected opening?

4. Is a shipping container provided in which the specimen and associated paperwork may be transferred after being sealed and initialed to prevent undetected tampering?

5. Are non-medical collection site personnel provided written procedures, instructions, and training to perform collection procedures in a proficient manner?

6. Is type of training documented and available to indicate if medical and non-medical personnel have been trained in accordance with the procedures established by the operator/DOT?





COMMENTS
PRIVATE 
§40.23 Preparation for testing

PRIVATE 
COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.23(d)(2)(ii)

 YES    NO    N/A
§40.23(d)(2)(ii)

 YES    NO    N/A
§40.23(d)(3)

 YES    NO    N/A
§40.23(d)(4)
7. Are medical collection site personnel provided instruction to conduct DOT urine specimen collections?

8. Are employer representatives and/or donors provided standard written instructions setting forth their responsi-bilities during specimen collection?

9. In a situation which is not impracticable, is a direct supervisor serving as the collection site person?

10. Are same gender collection personnel used if a collection is monitored by non-medical personnel or is directly observed?


Does the operator ensure that, unless it is imprac-ticable, a direct supervisor of an employee does not serve as a collection site person?


COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.25(a)(2)

 YES    NO    N/A

§40.25(a)(2)
 YES    NO    N/A

§40.25(a)(2)

 YES    NO    N/A

§40.25(a)(2)

 YES    NO    N/A

§40.25(a)(2)
Designation of Collection Site

1. Has employer designated a collection site which contains:


a.  An enclosure within which private urination can occur?


b.  A toilet for completion of urination(unless the single-use collection container is large enough to contain complete void)?


c.  A suitable clean surface for writing?


d.  A source of water for washing hands?


What specimen collection procedures does employer have in place?

 YES    NO    N/A
§40.25(b)(1)

 YES    NO    N/A
§40.25(b)(2)

Security

Has the employer provided procedures to ensure the designated collection site is secure?

1.  If the facility cannot be dedicated solely to drug testing, is the portion of the facility used for testing secured during drug testing by:




COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A

§40.25(b)(2)
 YES    NO    N/A

§40.25(b)(2)

 YES    NO    N/A

§40.25(b)(2)

a.  Ensuring other persons are not present?


b.  Ensuring there is no undetected access through any rear doors?


c.  Posting signs against access during the entire collection process?




 YES    NO    N/A

§40.25(b)(3)

 YES    NO    N/A

§40.25(b)(3)

 YES    NO    N/A

§40.25(b)(3)


2.  If continuous physical security is impractical at the collection site from the time the specimen is presented until the sealed mailer is transferred for ship-ment, do the following mini-mum procedures apply?


a.  The specimen shall remain under the direct control of a collection site person from delivery to its being sealed in the mailer.


b.  The mailer shall be immedi-ately mailed, maintained in secure storage, or remain, until mailed, under the personnel control of a collection site person.





COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.25(c)

Chain-of-Custody

Is the chain-of-custody block properly executed by authorized collection site personnel upon receipt and transfer of specimen?

 


 YES    NO    N/A
§40.25(d)
Access to Authorized Personnel Only

Does employer restrict collection site to authorized personnel only?




 YES    NO    N/A
§40.25(e)

 YES    NO    N/A
§40.25(e)(2)(i)

 YES    NO    N/A
§40.25(e)(2)(ii)
Privacy
1. Are procedures for collecting urine specimens allowing individual privacy (unless there is a reason to believe the individual will alter or substi-tute the specimen as listed?


a.  The employee has presented a urine specimen that falls outside the normal temperature range;


b.  The last urine specimen provided by the employee was determined by the lab to have a specific gravity of less than 1.003 and a creatinine concentration below .2g/L;





COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.25(e)(2)(iii)
 YES    NO    N/A
§40.25(e)(2)(iv)

c.  The collection site person observes an attempt to substi-tute or adulterate the sample;


d.  The employee has previ-ously tested positive on a drug test and is having a follow-up or return-to-duty test.




 YES    NO    N/A
§40.25(e)(3)

2. Have arrangements been made, in advance, with a higher-level supervisor or a designated employer representative to review and concur in the decision to test an employee under direct observation upon the circumstances described in paragraph 1 above?




 YES    NO    N/A
§40.25(f)

 YES    NO    N/A
§40.25(f)(1)

 YES    NO    N/A
§40.25(f)(2)


Integrity and Identity of Specimen
1. Are precautions taken, as listed, to ensure that unadulterated specimens are obtained and correctly identified?


a.  Bluing agents in toilet tank and all water sources secure;


b.  Individual positively identified (photo ID, etc.);





COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.25(f)(3)

 YES    NO    N/A
§40.25(f)(4)

 YES    NO    N/A
§40.25(f)(5)

 YES    NO    N/A
§40.25(f)(6)

 YES    NO    N/A
§40.25(f)(7)

 YES    NO    N/A
§40.25(f)(8)

 YES    NO    N/A
§40.25(f)(9)

c.  Proper authority contacted if individual fails to arrive at the assigned time;


d.  The donor shall remove any unnecessary outer garments. Purses or briefcases shall remain with outer garments;


e.  Donor shall wash and dry his/her hands;


f.  The individual shall remain in the presence of the collection site person;


g.  The donor shall have individual privacy;


h.  Any unusual behavior noted on the custody and control form;


i.  Arrangements have been made in the event an employer-designated collection site is not accessible for an immediate specimen collection (i.e., post-accident).




 YES    NO    N/A
§40.25(f)(10)(iv)


2. Have provisions been made if the donor is unable to provide at least 30 milliliters of urine?


Note:  An additional 15 ml of urine is required if a split specimen collection is being conducted.




COMMENTS
PRIVATE 
§40.25 Specimen collection procedures

PRIVATE 
COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A

§40.25(f)(10)(iv)

 YES    NO    N/A
 YES    NO    N/A
§40.25(f)(11)

 YES    NO    N/A
§40.25(f)(12)

 YES    NO    N/A
§40.25(f)(13)

 YES    NO    N/A
§40.25(f)(14)

 YES    NO    N/A
§40.25(f)(15)



a.  Drink up to 40 ounces of fluid distributed reasonably through a period up to three hours, or until the individual has provided a new urine specimen, whichever comes first.

3. Are correct procedures being followed at the collection site after specimen has been provided?


a.  Donor can wash hands.


b.  Within 4 minutes of specimen collection tempera-ture should be measured.


c.  If temperature outside range (32( – 38(C/90( – 100(F), oral temperature may be taken from donor.


d.  Inspect specimen for any contaminants and note findings on custody and control form.


e.  Suspected adulterated speci-mens should be forwarded to the lab for testing.





COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.25(f)(16)
 YES    NO    N/A
§40.25(f)(17)(18)

 YES    NO    N/A
§40.25(f)(19)

 YES    NO    N/A
§40.25(f)(20)

 YES    NO    N/A
§40.25(f)(21)
 YES    NO    N/A
§40.25(f)(22)
 YES    NO    N/A
§40.25(f)(23)



f.  If there is a reason to believe specimen is altered or substituted the donor should provide a second specimen under direct observation of same gender collection person as soon as possible.


g.  Specimen should be in view at all times before being sealed and labeled.


h.  Identification label should be placed on specimen.


i.  Donor shall initial the identification label on the specimen bottle.


j.  The collection site person shall enter the identifying information of the specimen on the custody and control form and shall sign the form for certification that Federal requirements have been met.


k.  The donor signs the custody and control form to verify the specimen identified is in fact the specimen he/she provided. 


l.  Custody and control form is completed after receipt of the specimen from the donor.




COMMENTS
PRIVATE 
§40.25 Specimen collection procedures



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.25(f)(24)

 YES    NO    N/A

§40.31(d)(2)
 YES    NO    N/A
§40.31(d)(3)

 YES    NO    N/A
§40.31(d)(3)
 YES    NO    N/A
§40.31(d)(3)
 YES    NO    N/A
§40.31(d)(3)

m.  Specimen and custody and control form are prepared for shipment or are secured in temporary storage.

Blind Performance Testing

1. Does employer submit three blind performance test speci-mens for each 100 employee specimens it submits, up to a maximum of 100 blind performance test specimens submitted per quarter?

2. For employers with 2,000 or more covered employees:


a.  Are approximately 80% of the blind performance test samples blank?


b.  Are the remaining samples positive for one or more drugs per sample in a distribution such that all the drugs to be tested are included in approximately equal frequencies of challenge?


c.  Are the positive samples spiked only with those drugs for which the employer is testing?




COMMENTS
PRIVATE 
§40.31 Quality assurance and quality control



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.31(d)(4)
 YES    NO    N/A
§40.31(d)(4)
 YES    NO    N/A
§40.31(d)(5)
 YES    NO    N/A
§40.31(d)(5)
 YES    NO    N/A
§40.31(d)(7)

3. For employers with fewer than 2,000 covered employees:


a.  The employers may submit only blank samples?


b.  Does the employer submit two separately labeled portions of a specimen from the same non-covered employee?

4. For employers using a consortium, does the consortium maintain a blind sampling rate which applies to the total number of samples submitted by the consortium?

5. Does the consortium provide documentation to the employer indicating that the blind sampling rate is being conducted in accordance with the regulations (i.e., # total samples sent to lab vs. # blind samples sent to lab)?

6. If a false positive error occurs on a blind performance test specimen and the error is determined to be an adminis-trative error, does the employer promptly notify the DOT agency concerned?




COMMENTS
PRIVATE 
§40.35 Protection of employee records



COMPLIANCE
CRITERION
GUIDANCE

 YES    NO    N/A
§40.35

 YES    NO    N/A
§40.35
Protection of Employee Records
1. Does the employer contract with the laboratory require that the laboratory maintain employee test records in confidence, as provided in DOT agency regulations?

2. Does the employer contract with the laboratory provide that the laboratory shall dis-close information related to a positive drug test of an individual to the individual, the employer, or the decision-maker in a lawsuit, grievance, or other proceeding initiated by or on behalf of the individual?




PRIVATE 
§40.37 Individual access to test and laboratory certification results

PRIVATE 

 YES    NO    N/A
§40.37

Individual Access to Test and 

Laboratory Certification Results

1. Upon written request, does the employee have access to any records relating to his or her drug test and any records relating to the results of any relevant certification, review, or revocation-of-certification proceedings?




COMMENTS
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