
 
 

    
     

     
 

     

   

 
  

    

  

  

 

  

  

 

 
  

  
  

 

  

 

  

 
 

 

 
 

 
 

 
 

 

 

 

 

 

Closeout Data and Resource Sharing 
Checklist 

Data and Resource Sharing Checklist 

1. Study information 

Trial name and acronym: A Policy Relevant US Trauma Care System Pragmatic Trial for PTSD and 
Comorbidity (TSOS) 

Checklist completed by: Douglas Zatzick and Kathleen Moloney 

Date: 4/9/2021 

Link to ClinicalTrials.gov registration: NCT02655354  

Link to study website: https://rethinkingclinicaltrials.org/demonstration-projects/uh3-project-a-
policy-relevant-u-s-trauma-care-system-pragmatic-trial-for-ptsd-and-comorbidity-trauma-survivors-
outcomes-and-support-tsos/ 

2. Resource location 

Publications 
Link to protocol 
paper 

https://pubmed.ncbi.nlm.nih.gov/27130272/ 

Link to main 
outcome paper 

https://pubmed.ncbi.nlm.nih.gov/33688908/ 

Link to other 

study-related 

publications 

https://pubmed.ncbi.nlm.nih.gov/32338566/  
https://pubmed.ncbi.nlm.nih.gov/32937035/  
https://pubmed.ncbi.nlm.nih.gov/32762319/  
https://pubmed.ncbi.nlm.nih.gov/33553651/  
https://pubmed.ncbi.nlm.nih.gov/33082198/  
https://pubmed.ncbi.nlm.nih.gov/30488143/  

Study tools 

Final version of the 
protocol, including 
summary of 
changes 

Trauma Survivors Outcomes & Support: Study 
Protocol 

Consent 
documents or 
consent process 

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/TSOS 
%20Consent%20Form.pdf 

Computable 

phenotypes for 

outcome 

measures 

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/TSOS 
%20Data%20Quality%20and%20Phenotyping%20Man 
ual.pdf 
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https://clinicaltrials.gov/ct2/show/NCT02655354
https://rethinkingclinicaltrials.org/demonstration-projects/uh3-project-a-policy-relevant-u-s-trauma-care-system-pragmatic-trial-for-ptsd-and-comorbidity-trauma-survivors-outcomes-and-support-tsos/
https://rethinkingclinicaltrials.org/demonstration-projects/uh3-project-a-policy-relevant-u-s-trauma-care-system-pragmatic-trial-for-ptsd-and-comorbidity-trauma-survivors-outcomes-and-support-tsos/
https://rethinkingclinicaltrials.org/demonstration-projects/uh3-project-a-policy-relevant-u-s-trauma-care-system-pragmatic-trial-for-ptsd-and-comorbidity-trauma-survivors-outcomes-and-support-tsos/
https://pubmed.ncbi.nlm.nih.gov/27130272/
https://pubmed.ncbi.nlm.nih.gov/33688908/
https://pubmed.ncbi.nlm.nih.gov/32338566/
https://pubmed.ncbi.nlm.nih.gov/32937035/
https://pubmed.ncbi.nlm.nih.gov/32762319/
https://pubmed.ncbi.nlm.nih.gov/33553651/
https://pubmed.ncbi.nlm.nih.gov/33082198/
https://pubmed.ncbi.nlm.nih.gov/30488143/
https://cdn.jamanetwork.com/ama/content_public/journal/surg/0/soi210005supp1_prod_1617131823.56697.pdf?Expires=1620999228&Signature=xhK35DRyU7MI0NOTM2XdEA7XuMCOCerJRXCOg7MEWWMkovQSwu69FCBbmiB4kNbxUAzqYQ8WMzd8Pawxje36c2okKLB5fxgqrzCFhGq2wZ0xR6KDotjYegVC4WyPPpm8z5u50VhEaXi3b9Vt-qrJyyVkjYlkaABPKuDRxsg0KBPrbwrbAiPDYtUff74PRq2NgMbbxo459i584JLmkir-GwttjeCb8ii7~28MgnvAb0L7Z5Td-BFmlq1we0Jqy2yjXUI8ps72LP7OG0LAxgi1pa7yTWYd4MHx8rNBwXQ30oiKwzCumWstjs7ISpzx25wWflSv0a4T-52dUw7tBLku-A__&Key-Pair-Id=APKAIE5G5CRDK6RD3PGA
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/TSOS%20Consent%20Form.pdf
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/TSOS%20Data%20Quality%20and%20Phenotyping%20Manual.pdf
http://ClinicalTrials.gov


      

    
  

 

 

 

 

 

 

 

 

   
  

  

 

   

 

 

  
 

 
 

 

 

 

 
 

 

   

 

Closeout Data and Resource Sharing Checklist 

Computable 

phenotypes for 

the 

inclusion/exclusion 

criteria 

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/TSOS 
%20Data%20Quality%20and%20Phenotyping%20Man 
ual.pdf 

Code for 

generating 

variables in the 

analytic dataset 

from standard 

sources 

N/A The study team did not 
create this tool. 

Datasets and documentation 

Annotated data 

collection forms 

N/A The study team did not 
create annotated data 
collection forms. 

Link to public use 

dataset 

N/A A data repository/ 
dataset will be 
available to researchers 
submitting an IRB 
request for data use. 

Data dictionary 

(proc contents) for 

public use dataset 

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/TSOS 
%20Data%20Dictionary.pdf 

Other resources 
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