





Attachment 9

Targeted Methodological Studies














[bookmark: _GoBack]
Form Approved
OMB No. 0920-xxxx
Exp. Date xx/xx/20xx 

Assurance of Confidentiality – We take your privacy very seriously. All information that relates to or describes identifiable characteristics of individuals, a practice, or an establishment will be used only for statistical purposes. NCHS staff, contractors and agents will not disclose or release responses in identifiable form without the consent of the individual or establishment in accordance with section 308(d) of the Public Health Service Act (42 USC 242m(d)) and the Confidential Information Protection and Statistical Efficiency Act of 2002 (CIPSEA, Title 5 of Public Law 107-347). In accordance with CIPSEA every NCHS employee, contractor, and agent has taken an oath and is subject to a jail term of up to five years, a fine of up to $250,000, or both if he or she willfully discloses ANY identifiable information about you.  In addition, NCHS complies with the Cybersecurity Enhancement Act of 2015. This law requires the Federal government to protect its information by using computer security programs to identify cybersecurity risks against federal computer networks.
NOTICE - CDC estimates the average public reporting burden for this collection of information as 1 hour per response, including the time for reviewing instructions, searching existing data/information sources, gathering and maintaining the data/information 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 Information Collection Review Office, 1600 Clifton Road, NE, MS D-74, Atlanta, Georgia 30333; ATTN: PRA (0920-xxxx).



Attachment 9. Targeted Methodological Studies

As part of the preparation efforts to implement the full longitudinal study of all examined adults from NHANES 2007-2014, up to 750 participants may be asked to participate in targeted methodological studies, if resources permit and if tracing and participation in the field feasibility test is successful. Collectively, these projects are represented in line 6 of the burden table in Supporting Statement A.12 Estimates of Annualized Burden Hours and Costs. The average burden for these methodological study respondents is one hour.  
The aims of these projects are to test the feasibility of additional proposed methods and procedures for inclusion in the NHANES Longitudinal Study. These targeted methodological studies will be conducted with volunteers who are not from the NHANES cohort, or past NHANES participants who are not part of the potential NHANES Longitudinal Study sample (e.g., past NHANES participants from the 1999-2006 cycle). A change Request, either non-substantive or full revision, as appropriate, will be submitted for clearance for each targeted methodological test with specific sample and protocol described
Examples of anticipated methodological studies include:
· Evaluation of additional bio-specimen collection procedures 
We may conduct field tests to assess new procedures to collect additional bio-specimens in the NHANES Longitudinal Study, such as additional blood samples collected via dried blood spots or venous blood samples via phlebotomy. The primary objectives of the methodological tests will be to evaluate whether it’s operationally feasible to collect, process, store, and transfer the proposed additional samples in a home exam environment, to compare the validity, reliability, and operational effectiveness among different sample collection methods, and to refine the operational design in key areas of standardized protocols and equipment selection, delivering training, cost-effectiveness, and feasibility. 
· Cognitive testing for questionnaire items
For new and updated questions, we may conduct cognitive testing to understand how they may be interpreted by respondents, to evaluate the impact of different response options on answer choices, and to assess respondents’ comprehension for specific terms and concepts. We may collaborate with other cognitive lab such as NCHS’s Collaborating Center for Question Design and Evaluation Research (CCQDER) or Westat’s Instrument Design Evaluation and Analysis Services to conduct the testing. The cognitive testing will be conducted in English and Spanish, an in-depth interview will be given to each participant to collect his/her responses to the questionnaires, including the participant’s understanding of the wording of the questions and the decision process the participant went through in answering these questions. The results from the testing will be used to assess and improve the instruments’ validity, and determine the feasibility of inclusion in the NHANES Longitudinal Study.
· Protocol tests for additional exam components
When additional exam components are proposed for the longitudinal study, we may conduct tests to evaluate its operational feasibility. For example, fundus photos have been used to detect glaucoma, retinopathy and macular degeneration. Recent advances in technology suggested the potential of collecting fundus photos in a home setting using portable, hand-held digital cameras. If proposed and resources permit, we may conduct feasibility studies to verify the use of the camera by examiners with none or little medical background, within the home environment. We may also test to verify the validity and reliability of the photos against research standards. 
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