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2.1 Adult Urine 

Adult urine specimens will be collected at the P1 mother, T1 mother, T1 father, and T3 mother 

study events. Adult urine specimens will be analyzed to obtain information about physiological 

conditions and environmental exposures. 

 

A participant may provide a urine specimen at any time during a specified visit. However, for 

visits during which both urine and vaginal specimens are collected, it is preferred that the 

participant self-collects the vaginal specimens at the same time (i.e., during the same bathroom 

visit) as the urine specimen. 

 

 

2.1.1 Equipment, Supplies, and Forms 

The following equipment and supplies are required to collect and transport adult urine: 

 
 Adult Urine Collection Kit (kit contents are in the next list) 

 Specimen collection tray 

 Disposable laboratory coat 

 Gloves 

 Hand sanitizer 

 Biohazard waste bag 

 Biospecimen transport cooler 

 Dry ice 

 Dry ice glove 

 Computer tablet with bar code scanner 

 Computer keyboard cover. 
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The Adult Urine Collection Kit contains the following items: 

 
 One urine collection container with lid 

 One biohazard transport bag 

 Two absorbent pads 

 Two paper towels 

 Adult Urine Collection Instructions 

 One adhesive label for the collection container (UR01 label) 

 One adhesive label for Biospecimen Transmittal Form (TM label) 

 One adhesive label for hard copy backup Adult Urine Data Collection Form (DC 
label) 

 Three additional adhesive labels for collection container (EX labels). 

The following form is required to collect and transport adult urine specimens: 

 
 Event-specific Biospecimen Transmittal Form (see volume Appendices VIII-B 

through VIII-G for forms and field-by-field instructions). 

Urine collection data will be documented in the Biospecimen instrument in the Field-

Administered Collection Environment (FACE). If FACE is not available, then the appropriate 

hard copy backup Adult Urine Data Collection Form must be used to document collection data 

(see Appendices 2-A and 2-B for form and field-by-field instructions). Once the system becomes 

available, data must be entered in the system from the backup form. 

 

 

2.1.2 Step-by-Step Procedures for Adult Urine Collection 

Always use universal precautions when handling biospecimens. Refer to Part 9 of Volume I for 

documentation of safety incidents. 

 

The following procedures are to be used for adult urine collection. For general guidance on how 

to use FACE for data collection activities, refer to the FACE User Guide. For detailed question-

by-question specifications for administering the Biospecimen instrument, refer to the appropriate 

section in volume Appendix VIII-A. 
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1. Put on a disposable laboratory coat. 

2. Place the computer keyboard cover on the keyboard if you have not already done so. 
This will prevent the keyboard from contamination when handling specimens during 
the visit. One keyboard cover will be used for the duration of the biospecimen 
collection. 

3. Launch the Biospecimen Data Collection instrument (Module 1) of FACE on the 
tablet. If FACE is not available, the hard copy backup Adult Urine Data Collection 
Form should be used. 

P1 Mother, T1 Mother, T3 Mother 

 

Follow the prompt in FACE to give the participant the option of collecting the vaginal swabs at 

the same time she is collecting the urine specimen (i.e., during the same bathroom visit). 
 

4. Read the urine collection questions to the participant from FACE and enter the 
responses. If FACE is not available, read the collection questions in Part B of the 
hard copy backup Adult Urine Data Collection Form and record the responses.  

P1 Mother, T1 Mother, T3 Mother 

 

If both urine and vaginal swabs are to be collected during the same bathroom visit, FACE will 

prompt the user to ask the vaginal swab collection questions at this time. If FACE is not 

available read the collection questions in Part B of the hard copy backup Vaginal Swab Data 

Collection Form and record the responses. 
 

5. Locate the Adult Urine Collection Kit and event-specific Biospecimen Transmittal 
Form.  

P1 Mother, T1 Mother, T3 Mother 

 

If both urine and vaginal swabs are to be collected during the same bathroom visit, also locate 

the Vaginal Swab Collection Kit. Follow the procedures in Chapter 3 of this part and volume to 

provide the participant with the Vaginal Swab Collection Kit and instructions simultaneously 

with the urine kit and instructions. 

 
6. Wand the collection kit bar code into FACE and validate the kit type and expiration 

date.  
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7. If the kit type is valid and the kit is not expired, open the kit and remove the urine 
collection container, instructions, and labels. Remove the urine collection container 
from the plastic bag. If the urine collection container is not prelabeled, place the 
UR01 label on the urine collection container.  

8. Give the labeled urine collection container to the participant for collection.  

9. Instruct the participant in the urine self-collection procedures using the Adult Urine 
Collection Instructions (see Appendix 2-C). The participant may refer to the 
collection instructions when collecting the specimen.  

10. While the participant is in the bathroom collecting the specimens, do the following:  

a. Place the TM label on the Biospecimen Transmittal Form. 

b. If FACE is not available during the collection procedures, the hard copy 
backup Adult Urine Data Collection Form should be used. Place an extra 
subject label (from the visit coordinator’s supplies) in the appropriate place on 
the form and place the DC label in the appropriate place on the form. 

c. Put on gloves. 

11. Place the specimen collection tray on a flat surface.  

12. When the participant returns with the specimen:  

a. Thank the participant for providing the specimen and ask him or her to place it 
on the specimen collection tray, and 

b. Check the lid of the urine collection container to make sure it is securely 
closed.  

 

2.1.3 Documenting Adult Urine Collection 

1. Record the urine collection status in FACE and wand the bar code label on the urine 
collection container. 

2. Place the urine specimen in the biohazard transport bag with the absorbent pad and 
seal the bag. Wearing the dry ice glove, immediately place the sealed bag on dry ice 
in the transport cooler. 

3. Record any comments pertaining to the urine specimen collection in FACE (up to a 
250-character limit) or on the hard copy backup Adult Urine Data Collection Form. 
If using the backup form, ensure the form is complete. 

4. Record the urine collection status on the Biospecimen Transmittal Form. 
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5. If an incident occurs during the urine collection procedures, an Incident Report Form 
must be completed and the incident must be reported to the appropriate personnel. 
Refer to Part 9 of Volume I for more information regarding documentation of 
incidents. 

 

2.1.4 Clean-Up Procedures 

 After completing the urine collection procedures, make sure the work area is clean 
and reusable.  

– The work area is reusable if contamination, such as a spill, has not occurred. 

– If a spill has occurred, clean the tray with a bleach wipe. Discard items in the 
biohazard waste bag.  

– If the urine specimen is the last biospecimen collected at the visit, remove the 
computer keyboard cover, clean the work area and pack all collection supplies. 

 After performing clean-up procedures, remove your gloves, discard them in the 
biohazard waste bag, and cleanse your hands with hand sanitizer. Be sure to pack the 
biohazard waste bag appropriately for transport so that it is not visible upon leaving 
the site of data collection. The biohazard waste bag must be disposed of properly at 
the Specimen Processing and Shipping Center (SPSC). 

 

2.1.5 Transport Procedures 

Urine specimens will be transported to the SPSC in the dry ice chamber of the biospecimen 

transport cooler. 

 
 Ensure the Biospecimen Transmittal Form is complete. If this is the last biospecimen 

type collected at the visit, place the completed form in the zippered document pouch 
inside the lid of the transport cooler along with any unused labels. 

 Secure the biohazard transport bag containing the urine container in the dry ice and 
confirm the cooler is properly closed for transport. 
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Appendix 2-A. 
Adult Urine Data Collection Form 
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Appendix 2-A. 
Adult Urine Data Collection Form (continued) 
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Adult Urine Data Collection Form:  
Field-by-Field Instructions 
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Appendix 2-B. 
Adult Urine Data Collection Form: Field-by-Field Instructions 

 
ADULT URINE DATA COLLECTION FORM: 

FIELD-BY-FIELD INSTRUCTIONS 
 

This form is only to be used when the Field-Administration Collection Environment (FACE) is 

not available and should be completed by the biospecimen data collector at the P1 mother, T1 

mother, T1 father and T3 mother data collection visits. Instructions for completing each item on 

the form are provided in this field-by-field. 

 

 After Completing the Form 

 Within 2 hours of the visit, the form should be checked to make sure that it is 
accurate, legible, and complete. 

 Make sure that all of the appropriate boxes are completely filled. Comments should 
be limited to the area provided. 

 The biospecimen data collector who checks the form for completion should write her 
data collector ID in the space provided at the bottom of the last page.  

 The data collector who enters the data in FACE should record the date of data entry 
and her data collector ID in the spaces provided on the last page of the form. 
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Part A: Administrative Section 

 
 Date—Record the date that the adult urine collection was completed or attempted. 

The month, day, and the last two digits of the year should be recorded (e.g., 
02/07/2002). The date of collection should not be recorded in advance of the 
participant’s study visit. 

 Data Collector ID—Record the data collector ID of the person who completes the 
form. 

 Visit location—Mark the box corresponding to the location of the visit. 

 Collection status (Select one)—Mark the box that corresponds to the status of the 
adult urine collection. 

– “Complete”—Mark this box to indicate that the specimen was collected.  

– “Partial complete”—Mark this box to indicate that the urine collection was 
attempted but the participant did not collect any urine. 

– “Not done”—Mark this box to indicate that the participant did not provide a 
urine specimen. When this box is marked indicate the reason that the urine 
specimen was not collected. 

 Reason for Not Done/Partial (Mark one)—Mark the box that corresponds to the 
choice that best explains why the urine specimen was not done or was partially 
completed. If the reason is determined prior to giving the Adult Urine Collection Kit 
to the participant, complete this section and the items in Part A as described; 
however, do not open the Adult Urine Collection Kit or complete Parts B and C. 

– “Participant refusal”—Mark this box to indicate that the participant was 
unwilling to provide a urine specimen. 

– “Participant Ill/emergency”—Mark this box to indicate that the participant 
became ill during the visit and was unable to provide a urine specimen. This 
box also is marked if the participant has an emergency that requires 
termination of the visit prior to the collection of the urine specimen. Record a 
brief description of the nature of the emergency or illness in the Comments 
section of Part C.  

– “No time”—Mark this box to indicate that the urine specimen was not 
collected because the visit is ended ahead of schedule. Record a brief 
description of the reason that the visit was ended in the Comments section in 
Part C. 
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– “Safety exclusion”—This code does not apply to this biospecimen collection 

activity.  

– “Physical limitations”—Mark this box to indicate that the participant has a 
physical limitation that prevented him or her from providing a urine specimen. 
Record a brief description of the type of physical limitation in the Comments 
section in Part C. 

– “Quantity not sufficient”—This code does not apply to this biospecimen 
collection activity.  

– “Defective collection kit”—Mark this box to indicate that the urine specimen 
was not collected because of a problem with the Adult Urine Collection Kit. 
This includes not having the appropriate supplies available in the home or 
clinic. 

– “Slide broken”—This code does not apply to this biospecimen collection 
activity. 

– “Language issue, Spanish”—Mark this box to indicate that the urine specimen 
was not collected because the biospecimen data collector does not speak 
Spanish well enough to communicate the necessary instructions to the 
participant.  

– “Language issue, non-Spanish”—Mark this box to indicate that the urine 
specimen was not collected because the biospecimen data collector is unable to 
communicate the necessary instructions to the participant.  

– “Cognitive disability”—Mark this box to indicate that the urine specimen was 
not collected because the participant is cognitively or developmentally 
impaired and therefore unable to understand the specimen collection 
instructions.  

– “Parent/guardian refusal”—Mark this box to indicate that the participant is 
younger than 18 years old and his or her parent or guardian refused to allow 
her to provide a urine specimen. 

– “Other—specify”—Mark this box to indicate that the urine specimen was not 
collected for a reason other than those listed; specify the reason in the space 
provided.  

 Time collection kit opened—Record the time the Adult Urine Collection Kit was 
opened. Be sure to zero fill the spaces when necessary and to mark the box to 
indicate “a.m.” or “p.m.” For example if data collection kit is opened at 2:05 p.m., 
record “02:05” and mark the box corresponding to “p.m.”  
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 Time specimen received—Record the time that the urine specimen is given to the 
data collector. Be sure to zero fill the spaces when necessary and to mark the box to 
indicate “a.m.” or “p.m.” For example if the urine specimen is received at 2:05 p.m., 
record “02:05” and mark the box corresponding to “p.m.”  

 Kit Label—Before reviewing the Adult Urine Collection Instructions with the 
participant, open the Adult Urine Collection Kit and place the “DC” label in the 
appropriate place on the form.  

 

Part B: Adult Urine Collection Questions 

 
1. When did you last urinate?  

Record the time of the participant’s last urination prior to collecting the specimen. 
Be sure to zero fill the spaces when necessary and to mark the box to indicate “a.m.” 
or “p.m.” For example, if the participant last urinated at 2:05 p.m., record “02:05” 
and mark the box corresponding to “p.m.” If the participant refuses to answer or does 
not know, mark the corresponding box. 

2. When was the last time you had anything to eat or drink other than water?  

Record the time that the participant reports last eating or drinking anything other 
than water. Be sure to zero fill the spaces when necessary and to mark the box to 
indicate “a.m.” or “p.m.” For example, if the kit is opened at 2:05 p.m., record 
“02:05” and mark the box corresponding to “p.m.” 

 

Subject Label 

 

Obtain a subject label from the visit coordinator’s biospecimen folder and affix it to the bottom 

right corner of the data collection form. 
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3. The last time that you ate, how much of what you ate was beef, pork, cod, tuna, or 
salmon?  

Read each of the responses and mark the box that corresponds to the participant’s 
response. If the participant refuses to answer or does not know, mark the 
corresponding box. 

4. Do you take creatine supplements?  

Mark the box that corresponds to the participant’s response. If the participant refuses 
to answer or does not know, mark the corresponding box. 

Part C: Adult Urine Collection 

 Collection Status (Mark one)—Mark the box that corresponds to the status of the 
adult urine collection. 

– “Collected”— Mark this box to indicate that the specimen was collected. 
When the specimen is collected, no additional information is required and the 
form is complete. 

– “Not collected”—Mark this box to indicate that the participant did not provide 
a urine specimen. When this box is marked, indicate the reason that the urine 
specimen was not collected. 

 Reason for Not Collected (Mark one)—Mark the box that corresponds to the choice 
that best explains why the specimen was not collected.  

– “Quantity not sufficient” (<40mL)  

– “Other—specify”—Mark this box to indicate that the adult urine specimen was 
not collected for a reason other than those listed; specify the reason in the 
space provided. 

– “Refused”—Mark this box to indicate that the participant is unwilling to 
provide a urine specimen. 

 Comments—Additional comments may include reasons that the urine specimen was 
not collected or problems encountered during the collection that may affect analysis. 
Problems with post-collection processing also should be recorded here. 
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Appendix 2-C. 
Adult Urine Collection Instructions 
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Appendix 2-C. 
Adult Urine Collection Instructions (continued) 

 

 


