Attachment D:  Human Subjects Research Determination
[image: image1.png]Datereceved by Human Sbjects Contct Ofce:

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

1 Protocol Identifiers
Research Determination Protoel 1: D17 01
Protocol Tt Ntiona Post Aute an Long-Term Care Study (NPALS) Residents Care iy Frame Development
Amendment Number.
Amendment Tie:

2 Key NCHS Personnel

Name and degrees UserlD SEVE Teleghones  NCHS Diision/Branch
(Festname ot e, Degres)

Pimary Contact_Christioe Cffey, PhD GWos 15738 s0idsais  ORGILTGH

Princpalinvestgator Lawren HarrisKojetin  FTI3 12662 3034584369 DHCS/TCSB

3 NCHS' Role in the Project

Has NCHS ol inthis projct changed? ves Lo

heck yes or o fr each ofth fllouing, eve I thee has been no change in NCHS'rol.

ves Lo e Employees o agents witl obiain data by intervring r interscting with participans.

ves (o ks Empioyeesorsgents il absinoruse ientiisie (incuing coced) private data o
bllogca specimens.

4 Summary of Proposed Changes

Wihattype of reision s being requested? Check l that apply and provide  jusification fo each selected tem.
Ao, please inclde both  marked copy ofth prviously submited materias noting the roposed changes and 3
clean copy with th changes ncorporate.

Changeto the prtocol
o Descrbe the change.

The purposeof this projecti o develop an up-o-dat,sate based sampling rame ofresidenti care
facilies ke what v done o the 2012, 2014, and 2016 wavesof th NationslPost.Acute and Long.
Term Care Study (NPALS) formery known 35 th Nations! Sudy of Lo Ter Cre Providers o
NSUTCP. Tis 2020 wave rame projctifers rom the 2012 prjec i that,unle for th 2018 frame,
the 2020 frame il not ncluce facltes censed o exchsively Serv residents withintellectualor
developmenta] isabilte. The somplin frame wil be sed to draw  ntionly representatve sample
forthe next waveofthe NPALS, currntly planned for 2020, Alldta colction procedares wil remin
the same. Th frame-rlaed doa wi becolectedfrom offclls n st egultorysgencis i the 50
tates andthe Ditrict of Columbia prmarly v telephon cals, &-mal, and n 3 fw cases, i ormal
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witen requess. The data o b collectd from these reguatoy ageney offcils vl conim that we.
Rave idenifed the apropriateFcensure categoies f residental cre facies witin each state that
meet the NSLTCP dfintin. Fr achrelevant censure category, we wil request an elctronic e
(prferatiyin xce format) o theeensed esdentia car faciies forwhie thesgency § responste,
such fles withthe needed variaies e not downloadatl fom the sates webske.

Atahed s revised rotocol summary and atachments with proposed changes n track changes.

= provide s justfcation for hy thischange does ot afet this projec’s curent uman subfects
research dtermination of no meetg th defnitionof uman subjcts esearch.

Since the new proposed actvity st conists of asystemascinvestigation deigned o deveop
seneraliabie knowtedge, the ivestigatos have conduded tht thsrvised potocolcontinues {0 mest
thedefntion o research as st by 45 CFR46.102. However, 5 with provous waves, he
Investigstors do ot believe tht the researchmaes the critersof nvohing human sobjects. As with
previous waves, l collected nformation il beat the siteorresidentl cre commurity level The
projct il o colc informaton bt th actual tte offcasor commoriy drectors. According o
45 CFR 46,1020 3 human subjec i g ndividslabout whom o nvestigato conducting esearch
bt eithe (1] daa hrough nterventon o interacion with the nddoal, o (2) entiaie priate
{aformation. i u, thefvestigative team respectul submis this human research deermination
request suggesting hat (i prectdoes ot meet the dfinton of uman ubject resarch and
tharefore would notbe subject 1o1F8 NCHS ERB) review.

Dletargeothernrotcmaerits

+ Descrive e charge

= Provide a jstifction for why tis change does o ffecttis rojects currenthuman subfcts
research determinaton f not meetng he defirition of uman subjectsrEseareh

[ otrerrarge

S

= Desbe th change.

= Provide: ustfcatin for why tis change does notafect i projec'scurent human susects.
estarch dtarminaton of ot meeting (e deinton of uman subjectsresearch
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