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Notice - Information contained on this form which would permit identification of any 
individual or establishment has been collected with a guarantee that it will be held in 
strict confidence, will be used only for purposes stated for this study, and will not be 
disclosed or released to others without the consent of the individual or establishment in 
accordance with section 308(d) of the Public Health Service Act (42 USC 242m). Public 
reporting burden of this collection of information is estimated to average 10 minutes per 
response, including the time for reviewing instructions, searching existing data sources, 
gathering and maintaining the data needed, and completing and reviewing the collection 
of information. An agency may not conduct or sponsor, and a person is not required to 
respond to a collection of information unless it displays a currently valid OMB control 
number.  Send comments regarding this burden estimate or any other aspect of this 
collection of information, including suggestions for reducing this burden to CDC/ATSDR
Reports Clearance Officer; 1600 Clifton Road, MS D-74, Atlanta, GA 30333.  ATTN: 
PRA (0920-0214).

Second Urine Specimen Collection Protocol:

Eligibility: Only sample persons aged 6 years or older are eligible for one or more parts of the urine 
flow component.

Informed Consent: Informed consent will be obtained as a part of standard NHANES consenting 
procedures.

Exclusion Criteria:  There are no exclusions for the Urinary Flow Rate component and urine collection 
does not pose a risk to participants.

Study Design: Pilot 2 of a Second Urine Specimen Collection to Measure Albumin and 
Creatinine:

Specimen Collection:

A second urine sample will be collected from a subsample of NHANES examinees to 
assess persistent albuminuria and confirm the presence of kidney damage.  Depending on 
the results of the first urine specimen analysis, a second urine sample will be collected in 
the participants’ home.



Laboratory Testing:

A casual urine specimen consisting of a complete void will be collected on all 
NHANES examinees 6 years and older in NHANES 2009-10.  Prior to 2009, 
survey participants were asked to fill a single cup of urine rather than multiple 
urine cups as is required for a complete void. The urine specimens will be 
analyzed for urinary creatinine and albumin. Based on the results of the analyses 
a second urine collection will be requested of a subset of examinees

The results from the first urine test will be reported to NCHS within 21 days of 
collection. The urine albumin to urine creatinine ratio (ACR) as calculated by 
(urine albumin/urine creatinine)*100 will be calculated.  Participants whose 
albumin/creatinine ratio value was greater than 10 ug/mg will be asked to 
provide a second urine sample. 

The survey contractor (Westat, Inc.) will mail a second urine collection kit to the 
eligible participants. The kit will have instructions on how to collect the urine at 
home and return the urine specimen to the testing laboratory.  In order to have a 
larger sample size during the pilot, an additional five percent of participants, 
without ACR values greater than10 ug/mg, will also be chosen at random to 
participate in the home urine collection.  

Report of Findings:

These ACR results will be reported to the participant.
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