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Investigation of pneumothorax and pneumomediastinum in people who vape or use e-cigarette products, Texas - 2019

	Project ID:
	0900f3eb81a721f6

	Project Contact:
	Shetty_Varun (pij5)

	Organization:
	CSELS/DSEPD/EWBG5

	Status:
	Pending Clearance

	Intended Use:
	Project Determination

	Estimated Start Date:
	11/27/19

	Estimated Completion Date:                      
	01/20/20

	CDC/ATSDR HRPO/IRB Protocol#:                          
	

	OMB Control#:                          
	

	
	



	Description

	Priority

	Standard

	Determination Start Date

	11/27/19

	Description

	Investigation of a pneumothorax and pneumomediastinum in persons with a history of using e-cigarettes or vaping.

	Goals/Purpose

	The Texas Department of State Health Services has been investigating reports of e-cigarette, or vaping, product-associated lung injury (EVALI) as part of a national response. Along with several other states, through this reporting process, Texas has identified instances of people who experienced pneumothorax or pneumomediastinum after vaping. Some of these people do not meet the CDC case definition for e-cigarette, or vaping, product associated lung injury (EVALI), because they do not have pulmonary infiltrate. This investigation would re-examine vaping-associated pneumothorax and pneumomediastinum cases, to see if they can be explained by known risk factors other than vaping (e.g., smoking), and to see if the risk profile for these lung injuries differs from EVALI. Findings will be used to inform public health recommendations to prevent future cases. 

	Objective

	To determine if vaping, or e-cigarette, product use is a risk factor for pneumothorax and pneumomediastinum. To determine which products or substances are associated with pneumothorax and pneumomediastinum.

	Activities or Tasks

	New Collection of Information, Data, or Biospecimens

	Target Population to be Included/Represented

	General Population

	Tags/Keywords

	Pneumothorax: Pneumomediastinum, Diagnostic: Vaping: Lung Injury

	CDC's Role

	Activity originated and designed by non-CDC staff (awardee or external collaborator): CDC is provider of technical assistance or staff time in the absence of CDC support

	Method Categories

	Outbreak Investigation

	Methods

	Under the guidance of the Texas Department of State Health Services, I will review provider reports to identify patients who experienced pneumothorax/pneumomediastinum after using e-cigarette, or vaping, products in Texas; review medical records; interview patients; and compare risk factors between patients who experienced pneumothorax/pneumoediastinum and patients who met the case definition for EVALI. In partnership with the Council of State and Territorial Epidemiologists and other states, this investigation would involve analyzing pooled, de-identified data across multiple jurisdictions – including Maryland, Washington, Texas, Ohio, D.C., New Hampshire, and others – to enhance statistical power.	Comment by Bosch, Stacey A. (CDC/DDPHSS/CSELS/DSEPD): How? Through provider reports?

	Collection of Info, Data, or Bio specimens

	Data will be obtained from medical records and interviews.

	Expected Use of Findings/Results and their impact

	Findings will be used to inform public health recommendations in the context of ongoing concerns about the safety of vaping.

	Will PII be captured?

	No

	Does CDC have access to the Identifiers

	No

	Is a certificate or assurance of confidentiality in place or planned?

	No

	Is a non-disclosure agreement in place?

	No



	Funding
	
	
	
	

	Funding Type
	Funding Title
	Funding #
	Original Fiscal Year
	# of Years of Award



	Institutions
	
	
	
	
	

	Institution
	FWA #
	FWA Exp. Date
	IRB Title
	IRB Exp. Date
	Funding #

	Texas Dept of State Hlth Services
	FWA00008616
	06/08/23
	
	
	



	Staff
	
	
	
	
	
	
	
	

	Staff Member
	SIQT Exp. Date
	Citi Biomedical Exp. Date
	Citi Social and Behavioral Exp. Date
	Citi Good Clinical Exp. Date
	Staff Role
	Email
	Phone #
	Organization/
Institution

	Varun Shetty
	11/26/2022
	
	
	
	Co-Investigator
	pij5@cdc.gov
	-   -
	EWB Group 5



	DMP
	

	Proposed Data Collection Start Date
	[bookmark: _GoBack]12/3/19

	Proposed Data Collection End Date
	12/23/19

	Proposed Public Access Level
	Non-Public

	Reason for not Releasing the Data
	Country/Jurisdiction owns the data with protections under their laws and regulations

	Public Access justification
	Data will be owned by the local public health district

	How Access Will Be Provided for Data
	De-identified data will be available upon request to the Principal Investigator

	Plans for archival and long-term preservation of the data
	Data will be archived and stored using secure public health department servers



	Spatiality (Geographic Location)
	
	

	Country
	State/Province
	County/Region

	United States
	Texas
	




	Determinations

	Determination
	Justification
	Completed
	Entered By & Role

	HSC: 
HSC Determination - Pending
	
	
	 

	PRA: 
PRA Determination - Pending
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