
( U.S. FOOD & DRUG ~»-...... Ii 
-.,-:!/- ADMIN ISTRATION 

VIA E-MAIL 

David Janz, M.D., M.Sc. 
Louisiana State University Health Sciences Center in New Orleans 
Section of Pulmona1y/Critical Care &Allergy/Immunology 
1901 Perdido Street, Suite 3205 
New Orleans, Louisiana 70112 
djanz@lsuhsc.edu 

Re: Submission of Clinical Trial Results Information Pursuant to 42 U.S.C. 282(j) 
FDA Reference Nu111ber: CDER-2021-108 
NCT03026777 

Dear Dr. Janz: 

Based on an initial review of Food and Drug Administration (FDA) records, information from 
the ClinicalT1ials.gov data bank operated by the National Library of Medicine (a pait of the 
National Institutes of Health), and any available public information, it appears that you are 
the "responsible pa1ty"1 for the above-identified clinical tiial, which appear(s) to be an 
"applicable clinical trial"2 subject to the requirements of section 801 of the Food and Drug 
Administration Amendments Act of 2007, including its implementing regulations in 42 CFR 
part 11. A responsible party for an applicable clinical trial is required to submit to the 
ClinicalTrials.gov data bank ce1tain results information for the clinical trial; such results 
information generally must be submitted no later than one year after the prima1y completion 
date of the applicable clinical trial, unless the responsible paity has submitted a certification 
of delay. 3 

FDA has identified potential noncompliance related to the above-identified clinical t1ial, titled 
"Preventing Cardiovascular CollaPse with Administration of Fluid Resuscitation Before 
Endotracheal Intubation: The PreP ARE Trial," a randomized, parallel-group trial evaluating 

1 See section 402(j)(1)(A)(ix) of the Public Health Service Act (PHS Act) (42 U.S.C. 282(j)(1)(A)(ix)) and 42 
CFR 11.10 for the definition of "responsible party." 
2 See section 402(j)(1)(A)(i) and (iii) of the PHS Act (42 U.S.C. 282(j)(1)(A)(i) and (iii)) and 42 CFR 11.10 for 
the definition of "applicable clinical hial." 
3 See section 402(j)(3)(E) of the PHS Act (42 U.S.C. 282(j)(3)(E)) and 42 CFR 11, subpait C for results 
information submission requirements. 

U.S. Food & D-ug Adninistration 
10903 New Harrpshire A venue 
Silver Spring, MJ 20993 
www.fda.gov 
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