Attachment C: Human Subjects Research Determination



Date received by Human Subject Conlzct Office:
NCHS Human Subject Research Determination Request Form

Protocel ldentifiers
Protncal Title: Mational Survey of Long-Tenm Care Provicders (NSLTCF) Frarme Developrmznt

WCHS Primary Contact

Name and degrees User ID Telephanet MCHS Divisien/Branch
[First narme Last name, Degrass)
Primary Contact Christine Ceffrey, Ph.D. GWOS 301-458-4137 DHCS/LTC

NCHS" Rele in the Project
Yes D Mo MCHS Employess or agents will obtaln data by intarvening ar interacting with pa-ticipants.

I:I Yes Mo MCHS Employees or agants will obtain or use identifiable {including coded) private data or biological
spechmens,

Protocol Description iPlease attach copies of any relevant probocol materials,)

The purpose of this project is to develop an up-to-date samplirg frame of residential facilities {see attached project
summary)., The sampling frame will be used to draw a natlonally representatlve sample for a planned new survey, the
National Survey ot Long-Term Care Providers |[NSLTCP}. The trame-related data will be collectad from otficials in state
regulatory agencies in the 50 <tates and the District of Columbia primarily via telephane calls, e-mails, and in a few
cases, via formal written reguests. The data to be collected from these regulatony agency officials will confirm that we
have identified the appropriats licensure categories of residential cere facilities within sach state that mest the MSLTCP
definition. For each relevant licensure category, we will request an electronic file {preferzbly in Excel format) of the
licensed residential care facilities for which the agency is respansible, if such files with the needed varizbles are not
downloadable from the state’s website,

The reguested infonmation will include Lhe narme, addoess, phone nambern, and website (il availalde) of the residential
care facility; name, phone number, and email address iif available} of facility director; licensure category; chain
affiliation; owaership type; and bed shie.

Assessment of Requirements for IRE Review

Ploase provide details as ta how the protocel relates v Title 45 Code of Fedoral Regulatioas (CFR), Part 46 regulrements for IRE
revicw, (G0 to hitp:fheow.hhs gov/ohrphumangy biccts/puidonce/45¢frag himl to access 26 CFR part 36, 1s the activity a
systematic investization decigned to develop or contribute to peneralizzble knowladpe [15 CFR 26.102(d}]? Does tha research
ivvadve o living ndividual about whorm the investigate: condusting the rescareh abtaing either [1) data throwgh intervention or
istcraction with the individual, or | 2) identifiable privote information [45 CER 46 102(F)] 7

Since the proposed activity does conslst of a systematic investigation designed to develap generalizeble knowledge, Lhe
investigatars have corcluded that this protocel maeets the detinition of research as stated by 45 CFR 46,102, However, it
iz not halieved that tha research meets the criteria of invohving human subjects. All collected information will be at the
state or facility level, The project will not collect Information about the actual state officials or facility directors.
According to 45 CFR 45.102(f), a human subject is a living individual abput wharn an investigator corducting research
obtains either {1} data through intervention or interaction with the individual, or (2} identifiable private information. In
turn, the investigative team respactfully submits this human research determinatior request supgesting that this arcject
does not maet the definition of human subject research and therafore would not be subject to IRE (NCHS ERB) review.
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Drate recawad by Harean Subject Contact Offea:

Human Subject Contact Office Use Only

|_ Dioes not meet the definition of HumanSubjects Research: Dags nat reguire IRR (NCHS FRAY Reviee

i
Date: gj}”ﬂ A Signat n:'.)f Lo

Remarks: i

M,

I:‘ [oes meet the cefinition of Human Subjects Resaarch: Requires IRE {MNCHS ERB) Rowicw

Date Signature:

Rermarks:
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