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Data Quality Guidance
 Assessing Fitness for Use

of Real-Word Data
– Describes approaches to

determine whether real-world
data are fit for their intended
use prior to their use in
research settings

 Quick Reference Handout
– Describes data quality checks

and recommendations for
assessments

ASSESSING FITNESS FOR USE OF REAL-WORLD 

DATA SOURCES 

SECTION 1 

Introduction 

+ Contributor s 

Many of the rea~world data sources used in clinical research are considered "secondary'' 
sources, because the data were co l ected for a purpose other than the research proje-a for 
which they are being used (eg, bill ing or clinical care). This comrasts with primary data 
sources, where the data are captured specifically for clinical care, billing, or a specific 

• NIH PRAGMATIC TRIALS =:i COLLABORATORY 
• Rethinking Clinical Trials• 

Assessing Fitness-for-use of Clinical Data 
for PCTs 

Background 
Thecredihilityandreproducihilityof]lragmaticclinicalresearchdependsonthelnvestigator'sdemonstration 
that the dat.a are of sufficient qual ity to support the research conclusions. This document highlights 
rccommcndatlonsforasscss!ngthcfltness-foruscofdatageneratcdfromrout!nepatlcntcarcforuselnPCTs 
formore,readthe fullchaptMin t heLivingTextbook Amm'ngfjtmmfor!l•r2fBf1IW2r!dQ• t• 

ReforeusinganF.HRdatasetfor .a givenresearcltproject,<mesltoulddeterminewltetheritisfi1-for-pur11osehy 
determlnlngifthedataare relevant and rellable. Relevancelncludestheaval labil!tyofkeydataelements 
(expe>sures, outcomes. covariates) and sufficient num~r of representative patie nts for the study. Reliability 
!ncludesdataaccuracy,completeness.provenanceandtraceability.(flM.ll1.Z1.) 

Morespccifically, areal-worlddatasource issaidtobcrelev1nt if: 

Thedataapplytoquestionathand; 
o Pornample,thedatacontainsuffidentdetailtorapturetheuseorexposureoftheproductor 

device and/ortheuutromeofinteresL 
The dataare amenabletosounddinkalandstatistkalanalysis; 

o Forexample,thedatacanheusedtoanswerthespecifiedques1ionusingtheproJ>0sedstatistical 
plan 

The dataand evidencelhesourceprovidesareinterpretable usinginformedclinicalandstatistiral 
judgement 

o Forexample,theuseofadeviceorproductinareal-worldJ>Opulationisrepresentativeorwhat 
lscaptured!nthedatasource,!sgeneral!zabletotherelevantpopulationunderstudy, eu, (fQA_ 
ZQl>l 

Data .a recapturedinastatldardizedandri11orousmanner 
• Data .a reaccurate .a ndcorn plete,data11rovenanceisknown,anddataa1"fltraceahle 
• F.ITortsofdatacuration,transfonnation, .accrual,eti:. .a reknown(i .e.,processfromtransfonnlngraw 

datatoanalyticdataset) 

EHR data typically go through several phases when used to support a PCT- from source system, to clinical data 
repositorytodatawarehousetosmdy-specificdataseL Tltequalityorfitnessofadatasetmayheevaluatedat 
variousJ>Ointsalongthisproce"",witltdilTerentprocessesforqualityassuranceorqualitycontrol(FDA2021) 
As~ssmentofdataqua l ityisonon11oingprocess,andconforma nce,comp leteness, andplau1 i h i lityshooldhe 

assessed throughout the trial 

SECTIONS 
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 Introduction 

Defining Fitness for Use 

 Evalllilting Fitness fo r Use 

Data Quality Measures 

Data Source Accuracy: Case 
~from TRANSLATE-ACS 

 Data Provenance 

 Opera -onalizing Fi ness-for-Use 
Assess ments -

• ••• •• •• • 
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Data Quality Guidance
 Assessing Fitness for Use

of Real-Word Data
– Describes approaches to

determine whether real-world
data are fit for their intended
use prior to their use in
research settings

 Quick Reference Handout
– Describes data quality checks

and recommendations for
assessments

https://rethinkingclinicaltrials.org/chapters/conduct/assessing-fitness-for-use-of-real-world-data-sources/introduction/
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Handout-Assessing-Fitness-for-Use%20of-Clinical-Data-for-PCTs_July%202022_Final.pdf


Data Sharing Policy and Considerations
 Data Sharing Policy

– States the 4 policies adopted
by the NIH Collaboratory for
data sharing

 Data Sharing Considerations
– Describes considerations for

use of healthcare system data,
methods and tools for data
sharing, and expectations for
NIH Collaboratory trials

• . NIH PRAGMATIC TRIALS =:1 COLLABORATORY 
• Reth 1 n~mgCl 1 n ·ca l Trial s• 

NIH Pragmatic Trials Collaboratory 
Data Sharing Policy 
Introduction 
The Col!abor:itory Steeri ng Committee rcco.~niws that dat;:i ~~ring promote& many go:il~ 
of thi.'NIH research endeawr_ J t lspantcuhrty lmpcrtamfor~thatcannot be 

readily replicated. Data shai.ing allows ~dentists to e~pedite the tramlation of research 
result:: into lmowlcdgc, products, and p rocedure~ to impro·1c hwnm llcalth. 

There are many reasons to she.re dat.l from these NIH-suppo11ed studies. Sh.iring dat.l 
reinforcesopenscientific inquiry, enoourage3diver.1ityo f illlaly~ilandopinion, promote 3 
new research, makes IJOS>ible the testing of new or alternative hypotheses am! methods or 
analy:; i~. ~ U plJ'Clrts studies on data rnl.!ection methods ,md measurement. facilitates the 
edm:ationof new rese:1.rd1n:i, enablestl1eexploration0Ftopiainotemisionedby theinitial 
ill\'Mligators. and permits the cre;ition of new datasets when data from multiple sources 
are combined 

The Coll;iboratory Steeri ng Commimm agrees that d;ita should be made as widely ;ind 
frn<" ly a v ~il~hlP ~' l"'"ilo ll' wh ill' s~r .. ~u~rd i ut 1111' i ..-i ·' ~ ' Y nf 1 1~ rl k i1M11L<, ~ru l 1 1mlH l i r ~ 

confidentialandproprietarydata, illldtherdoreadopts thefollowingpolicy reganling 
data sharing: 

Policy 
1. Collaboratoryinvestig:ator:iwilleachshare.ataminimum, afinalresearchdataset 

uponwhichtlieacceptedprimarypragmatictnalpublicationisbased 
2. TheColl;:i borJtoryStccringCommittcc recognizcsthat sharingdatadcrivcdfrom 

cl inical care in >tudies performed in !Jamiership with ~;;Ith care systems may, 
undersome~itlliltions, requireprecautionsinadditiontothoseregd rdingpatient 

coniidentiality,toprotcctspcciticintcr<'~tsol collabC>r.:iti nghcalthGJrcsystcms 

facll\t1esorprovlders _Precauttons>uch<1Sallowlngdatashartnglnmon• 
~ upervised or restlicted ~ettings. such ilS .iccess to researd1en who dgree to limited 
pre approved rc~earchgoals, m;:iybc appropriatetC>addrc~s these needs in 
implement ingthisdatasharingpo'. icy. 

3 Coru;istent with NIH policy and g11idance, Collaboratory ill'1est igator.; wil! choo5c the 
leastrestrlCTlwmethodforsharingof res<'archdatathar provldl'sapproprlate 
protectionfor part idp<mtp1·incy. healthsys temv1ivacy,and scifl1tific integr ity 

4 _ Collaboratorytnvesttgators will work with tl!H to Implement this data sharing 
po'. icy, to ensure the appropriate administrative processe ~ and teclmira! infra 
~tructur<'J.re in phcc tosupporttimely datasharingforthc Co llab C>r.:itory 

Fi11 alized}u11~ZJ, 2014 
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NIH Pragmatic Trials Collaboratory 
Data Sharing Considerations 
Objectives 
Slo a ri nt rl'.<l'a rch ol«I« 0:0 1111'1-1 .. 11 iu f'. Clll al K • r~ln ry l' "'~"'ali.: I rial.< is n .<l' 11l fal l.o ~ .. v .. ra l rnrl' 
objective ~ of the Collaboratory program. including: 

Maximiiingthepublic hea'.thimpactoft~signifirant N!llinvestment in the~e l a rge 
projects; 

• Acceleratini::thevaceof leamillji throui:houtthe US healthcaresystem;and 
• Increa ~ing particip;ition in research and learning by a WJ de range ofstakeholders, 

lndudtng hea'.thcaresystems, healthcareprovlders, illldpatlents/consumers 

Theethical respons ib ility to share datagenerated l>}-·pub'. iclyfundedre~earch mustbe 

bal;mcedagain:;ttbenecd toprotcctpaticntprivacy ;:indscicn tificlntcgril'/ . 

Rl'l c~ uxP f'."1Lal K 1 r~l n ry l ri.~ls lyp k illl y rl'ly 1111 1li1 li1 m ll l'o:i.l'<l lh roui;h 11 nn n~l i <l'allh ,.,. , .. 
deli·1ery. sh.iring data fro m tOO~e tii.i!~ will be guided by some con~iderations not lyjlicallv 
encotmteredinmore tradit ionalclinical t rials.fo r example, individualparticipantconsent 
may he waived m accord:mce with the federal regulations for the Protection of Humai1 
Subjects (45CFR!Jart 46) 1nsomeNIHCollaboratory Pragmat1ctrlalsthatrelyond;ita 
l'Xl r;.i1W1l fro rn h l'a li.hsys ll' lllS',.ll'o:i.rnroi o: 111 .. di<:al rl'l1>rdsoradm i11 ixl ral.i v l'd~ l i1 Sp .. d ;; l 
romide rations in developing data sharing for pragmatic tria l ~ involving hea'.th system data 
arc di3ru~~<'d in the accompanying ,,,iid;:in cc document. "Considerations Regarding Shciring of 
HealthSystems Uata." 

EiUsting Regulatory Requirements 
1'.ll tl lH Collaborator:; l' ragmaticTri<1lsarcexpcctcdtoadhereto cxistingNIH Varnshating 
Pollcy andlm!Jl '-'mematlonGuldance 
Q111 i·/kr;rn ls r1U1 !N ' ' ' ' ur1111x l nuli')' '1111 1 shi1 r j11p lcl"I " t;] 1i!rj ue p11j <b •u-l'h l 11 1)- Kl'y 1Kliul s i11 
thatpolicy and guidanceindude 

The privacy o Fpartidpan t~ should be ~ afeguanled 
Data should be made as widely and tredy av.iilable a3 pou ible 
Data should be g~ared no later than the acceptance for publication ol the mai11 3tudy 
fin dings 
Initi;il iff~estigatorsmaybenefitfromfirs t ;indcontinuing useofdata.butnot from 

1 •mlon~~d ~xd 11 s i ''" " "" 

NIHdefine3thedatatobeshared a3 the ·recordedfactual material commonlyaccepted in tl1e 
scientific community a5 necc:;~;:iry to document, support. and validate re[l('arch findings. Thi3 
does not mean summary st<ltlst!cs or tables; rather. 1t means the d~ta on wh!(h sumrnar; 

Finc li:rr!dfun~ ZJ. 2011 
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Data Sharing Policy and Considerations
 Data Sharing Policy

– States the 4 policies adopted
by the NIH Collaboratory for
data sharing

 Data Sharing Considerations
– Describes considerations for

use of healthcare system data,
methods and tools for data
sharing, and expectations for
NIH Collaboratory trials

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Collaboratory.DataSharingPolicy_June232014.pdf
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Collaboratory_DataSharingPolicy_Considerations-Document_June232014.pdf


 

 
  

Reasons to share:

Advancing 
public health 

Maximizing 
investment 

Accelerating 
learning 

Fostering 
collaboration 

(pay it  forward) 

Ultimately… transparency, reproducibility, and secondary use of
medical research are good for society.



Annals of Internal Medicine IDEAS AND OPINIONS 

Data Sharing and Embedded Research 
Gregory E. Simon, MD, MPH; Gloria Coronado, PhD; Lynn L De Bar, PhD, MPH; laura M. Dember, MD; 
Beverly B. Green, MD, MPH; Susan S. Huang, MD, MPH; Jeffrey G. Jarvik., MD, MPH; Vincent Mor, PhD; Joakim Ramsberg, PhD; 
Edward J. Septimus, MD; Karen L Staman, MS; Miguel A. Vazquez, MD; William M. Vollmer, PhD; Douglas Zatzick, MD; 
Adrian F. He rnandez, MD, MHS; and Richard Platt MD, MS 

• . NIH PRAGMATICTRIALS =:1 COLLABORATORY 
• Rcthinkin; Cliiic;il Trials& 

 The ethical responsibility to share data generated by
publicly funded research must be balanced against the
need to protect patient privacy and scientific integrity

 Data sharing policies must not dissuade healthcare system
participation



Annals of l11ternal Medicine~ 
l ::fiees end Oplrto ... s March 2C2.3 

Moving From Idealism to Realism With Data 
Sharing 
Keith A Marsolo, PhD a.. Kevin P. Welnfurt, PoD 0 , Karen L. Stam•n. MS 0 , and Or•dley C. I lamn II. DrPI • 

• . NIH PRAGMATIC TRIALS r.I COLLABORATORY 
• ~:111nt111a t11~1QI T1111i• 

 Data sharing should be more than just a box-checking
exercise to meet a mandate
 Technologies are making data more available and

“useful”
 Opportunity >>>> Current practices



 
  

Data and Resource Sharing Process 
for Demonstration Projects 

Gina Uhlenbrauck 



Coordinating Center Facilitates Projects’ 
Data and Resource Sharing 
 Completed projects expected to

share data and resources publicly
– Study tools
– Datasets and documentation

 Materials added to NIH Collaboratory
website at project closeout

rethinkingclinicaltrials.org/data-and-resource-sharing /

Study Tools 

Protocols 

Ethics and RegulatorY. Documentation 

Com P-utable PhenotyP-eS and AnalY.tic Code 

Datasets and Documentation 

Datasets and Dict ionaries 

Data Sharing Checklists 

Publ ications 

Ma in Outcome PaP-er 

+ 

+ 

+ 

+ 

+ 

+ 

+ 

• . NIH PRAGMATIC TRIALS 
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Coordinating Center Facilitates Projects’ 
Data and Resource Sharing 
 Completed projects expected to

share data and resources publicly
– Study tools
– Datasets and documentation

 Materials added to NIH Collaboratory
website at project closeout

rethinkingclinicaltrials.org/data-and-resource-sharing/

http://rethinkingclinicaltrials.org/data-and-resource-sharing/


Data and Resource Sharing Preparations
Consult Informational Document 
 Data sharing examples

– From NIH Collaboratory
Demonstration Projects

– Mechanisms
– Platforms
– Statements

Complete Onboarding Data and
Resource Sharing Questionnaire 
 Planning tool for researchers
 Worksheet guides in development of

data sharing plan

Onboarding Data and Resource Sharing 
Informational Document 

Table of Contents 

Purpose . 2 ................... .... ............................. ........................................................................................... .........  
Data Sharing Requirements for the NIH Pragmatic Trials Collaboratory, NIH, and 
Medical Journals  2  ........................................... ............. ................................................................................

NIH Pragmatic Trials Collaboratory Data Sharing Policy .. 2 ............................................................................
NIH Data Sharing Policy . 3 .............................................................................................................................................. 
Medica l Journal Data Sharing Requirements .  3 .......................................................................................................

Examples from NIH Pragmatic Trials Collaboratory Demonstration Projects  4 ............ .......  
Data Sharing Mechanisms .. .. 7 .......... ..... ...................................... ....... ........ ................... .. ............ ..... .......
Examples or Data Sharing Platforms  9 .................................. . ........
Examples or Data Sharing Statements  10  .. ........... .. ................... ................................. .... ............. ... .....

Suicide Prevention Outreach Trial {SPOT} Data SharingStatement  10  ..........................................................
NIH Pragmatic Trials Collaboratory Data SharingStatement . . 10 ....................................................................

Onboarding Data and Resource Sharing Questionnaire 

Ta ble of Contents 
Data and Resource Sharing Questionnaire .  1 .. 
Data and Resource Sharing Checklist . 6 . 

Data and Resource Sharing Questionnaire 

. ... .... .............
. . ........ .... .... ... .... 

This questionnaire is a worksheet to guide Demonstration Projects in developing data sharing plans that meet program 
requirements (see below checklist) . This questionnaire is to be used as part of the on boarding process and can used fo r 
planning purposes by other researchers who need to share data. 

Instructions/guidance are provided in italics. Please provide responses in the answer column 

Data Sharing Questionnaire 

1 Study Information 

Question 

Whatls thetrialnameandacronym? 

Wholscompletlngthlsquestlonnalre? 

Dateofquestlonnotire completion? 

Pleaseprovidea link.tothe trlal's 
~rials.gov registration l 

• ••• •• •• • 
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COLLABORATORY 
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Data and Resource Sharing Preparations
Consult Informational Document Complete Onboarding Data and

Resource Sharing Questionnaire 
 Data sharing examples

– From NIH Collaboratory
Demonstration Projects

– Mechanisms
– Platforms
– Statements

 Planning tool for researchers
 Worksheet guides in development of

data sharing plan

 



At Project Closeout 
Complete Closeout Data and
Resource Sharing Checklist  
 Provide links or files for posting on the

program website
 Share everything requested or indicate

why an item cannot be shared
 Coordinating Center will initiate this

process

Data and Resource Sharing Checklist 
All NIH Pragmatic Trials Collaboratory Projects are expected to complete this checklist at 
closeout. The information provided in the checklist will be published in the Living 
Textbook on each Demonstration Project's page a n d on a Data a n d Resource Sh aring page. 

Data and Resource Sharing Checklist 

1. Study information 

Trial name a nd acronym: 

Checklist completed by: 

Date: 

link to ClinicalTrials.gov registration: 

link to study website: 

2. Resource location 
Provide hyperlink or indicate 
if item will be stored in the 
KR Item 

Publications 
link to protocol paper 
link to main outcome paper 
link to other study-related 
publications 
Study tools 
Final version of the protocol, 
including summary of changes 
Consent documents or consent 
process 
Computable phenotypes for 
out come measures 
Computable phenotypes for 
the inclusion/ exclusion criteria 
Code for generat ing variables 
in the analytic dataset from 
standard sources 
Datasets and documentation 
Annotated data collection 
forms 
link to public use dataset 
Data dictionary (proc contents) 
for public use dataset 
Other resources 

If item will not be S'hared, please 
provide a brief explanation for t he 
omission 

• ••• • • •• • 
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At Project Closeout 
Complete Closeout Data and
Resource Sharing Checklist  
 Provide links or files for posting on the

program website
 Share everything requested or indicate

why an item cannot be shared
 Coordinating Center will initiate this

process



Publications, Presentations, and 
Products Policy 

Gina Uhlenbrauck 



  
  

 
 

 

Publications Committee 
 Coordinating Center and NIH program

leaders and Demonstration Project
representatives
 Oversees the program’s publication

activities, in accordance with the
Publications and Presentations Policy



  

   
 

 

Publications, Presentations, and Products 
Policy 
 Outlines procedures for Coordinating Center review

of publications from the Demonstration Projects and
Core Working Groups

 Includes required funding acknowledgment
language



  

    
     

   

   
   

      
 

Must-Dos for Demonstration Projects 
 Before submission:

– Include the appropriate funding acknowledgment in your manuscript
– Send your manuscript to the Coordinating Center for review;

turnaround is 1 week maximum, and usually much quicker  
 After submission:

– Notify the Coordinating Center of submission(s)
– Notify the Coordinating Center of acceptance
– Ensure your work meets NIH public access requirements, such as

inclusion in PubMed Central



Publication Tracking 
 Coordinating Center staff will contact you quarterly for

updates about your publications and presentations
Publications 
Treating_P-ersistent P-ain: a nurse co-led, interdisciP-linary 
model for P-rimafY. care 

Economic evaluation: a randomized wagmatic trial of a 
P-rimafY. care-based cognitive behavioral intervention for 
adults receiving long-term OP-ioids for chronic P-ain 

PPACT Closeout SnaP-shot 

Graded chronic P-ain scale revised: mild, bothersome, and 
high-imP-act chronic P-ain 

PPACT Main Outcome PaP-er 

Validating_P-ain communication: current state of the 

Presentations 
2023 NIH WorkshoP- Panel 1: DeBar, Glassenberg 

.LY.nn DeBar Sharing Study Results Presentation 2023 
Steering Committee Meeting 

.LY.nn DeBar Presentation 2023 Steering Committee 
Meeting 

Primary Care-Based Behavioral Treatment for Long Term 
OP-ioid Users with Chronic Pain: Primary Results and 
Lessons Learned from the PPACT Pragmatic Trial 

Primary Care-Based Behavioral Treatment for Long Term 
OP-ioid Users with Chronic Pain: Primary Results and 
I e,.'5oos I earned fr-om tbe.. P~CI Pra(Ymatic...Tr-ial 

. : • NIH PRAGMATIC TRIALS 
• • COLLABORATORY •• • Rethinking Clinical Trials8 



 
 

 
  

Publication Promotion
Keep us informed so we 

can track and help 
promote your

NIH Collaboratory work!

nih-collaboratory@dm.duke.edu

mailto:nih-collaboratory@dm.duke.edu


  
  
  

    
  

 

Demonstration Project Publication Types  
 Many opportunities for study teams to

publish throughout the lifecycle of their
projects
 Pilot studies, secondary outcomes, lessons

learned, and more—in addition to the study
design paper and main outcome paper
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