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NCHS Request for Review of Changes to a Previously Reviewed
Human Subject Research Determination Subr

1 Protocol Identifiers
Research Determination Protocol D: RD/7. -/
ProtocolTite: National Survey of Long-Term Care Providers (NSLTCP) Frame Development
‘Amendment Number:
Amendment Tie:

2 Key NCHS Personnel

Name and degrees UserlD  SEVA Telephoneh  NCHS Division/Branch
B (st name Last name, Dgrees) o
Primary Contact _ Christine Caffrey, PhD. GWOS 15238 3014584137 DHCS/LTCSB
Principalinvestgator  Lauren Warris-Kojetin  FTI3 1682 3034584369 DHCS/LTCSB.

3 NCHS’ Role in the Project
Has NCHSole inthisproject changed? ves Lo

Check yes or o for each of the fllowing, even fthere has been no change In NCHS's role.

ves L_INo e Employees or agents willobtain data by ntervening of interactig with participans.

ves Lo nicis Employees o agents witlobtainor use dentifable (including codec) private data or

biologicalspecimens

4 Summary of Proposed Changes
Wht type ofrevision s being requested? Checkal that apply and provide ajustfiaton foreach slected tem.
Aiso,pease Include both a marked copy of the previousy submited material noting the proposed changes and a
clean copy wih the changes incorporated.

=] change tothe protocal
© Describe the change.

The purpose ofthis project i twofold: (1) o develop an up-to-date, state-based samling frame of
residential care facles like has been done for the previous thee waves of the National Study o Long:
Term Care Providers (NSLTCP)(*conventional” residential care faclties) and (2)for the firs ime,
include and fia i the frame residential care communtiescensed to exclusvely serv the intellectually
disabled/developmentally isabled populations. The conventional resdental car facity sampling
frame will be s o draw a natonally representative sampie for the next wave of the National Study of
Long:Tem Care Provkdes (NSLTCP),currently planned for 2015, The frame of residential care facies
licensed to exclusvely serve the intellectually disabled/developmentsll disabled, athough not used for
the next NSLTCP wave,wil be used 1o dentif the prevaience and distribution o these facilies,to
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Inform inchusion and sampling deslgn decisons or uture NSLTCP waves. Al data collection procedures
will emain the same. The frame-related data willbe colecte from offcalsin sate regulatory agencies
n the 50 states and the Distric of Columbia primarly uia telephone calls, &-mails, and i a few cases, via
formal written requests, The data to b collected from these regulatory agency officials il confirm
that we have identifled the approprate licensure categories o rsidentia care fociites within each
statethat meet the NSLTCP definiton. For each relevant licensure category, we vill request an
electronic il (preferably in Excel forma) o th lcensed residential care acliie for which the agency
s respansibl, i such fles with the needed variabls are not downloadable from the states website.

Attached is  revsed protocol summary and attachments with proposed changes n track changes.
Please note that we are providing allattachments because we made recent changes to the
confidentialty language.

« Provide a justificaton forwhy this change does not affect tis project'scurrent human subjects
research determination of not meeting the definton of human sublects research.

Since the new proposed activity still consists of a systemaic nvestigation designed to develop
generalzable knowledge,the nvestigaors have concluded that tis revised protocol continues to meet
the definiton ofresearch asstated by 45 CFR 46.102. It s also ot befeved that the research meets the
citrlaof nvolving human subjects. Allcollected information will stl be at the tate o resdentialcare
community level. The project wilnot collct informaion about the actul tate offcal or community
directors. According 10 45 CFR 46.102(f,2 human subject s a ing indvidual about whorn an
investigator conducting research abtainseither (1) data through inervention o interaction wth the
individual, o (2)idertifiable private information. In turn,the nvestigatve team respectflly submits
his human research determination request suggesting tha tisproject does not meet the defintion of
human subjectresearch and therefore would not b subject o IRB (NCHS ERS) review.

change to the non-protacol materiais

 Describe the change..

« provide a justficaion for wh thischange does not affect ts project’s current human subjects
tesearch determination o not meeting the defintion of huan subjects research.
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other change
" Describe the change.

« provige  justfcaton forwny s change does not affec this project's curren human subjects
esearch determination of ot meeting the efinton of human subjectsresearch.
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Human Subject Contact Offce Use Only
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Does meet the definton of Human Sublects Research: Requires IR3 (NCHS ERS) Review

Date: Signature:
Remarks:
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