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University of Maryland, Baltimore
              Institutional Review Board (IRB)

Phone:  (410) 706-5037
Email:  hrpo@umaryland.edu

EXEMPT DETERMINATION

The IRB and the HRPO, as part of the Office of Accountability and Compliance is committed to excellence 
and customer service.  Please take a moment to tell us how we are doing: HRPO/IRB/OAC Customer 
Feedback Survey

Date: October 3, 2024

To: Rosemary  Kozar
RE: HP-00112058
Protocol Version and ID #: 
Type of Submission: Initial Review
Type of IRB Review: Exempt

Determination Date: 10/3/2024

This is to certify that University of Maryland, Baltimore (UMB) Institutional Review Board (IRB) has reviewed the 
above referenced protocol entitled, “A Multi-Center Study on Early Trauma-Induced Coagulopathy: Defining 
Clinical and Biochemical Profiles.”

Your protocol has been determined to be exempt under 45 CFR 46.104(d) from IRB review based on the following 
category(ies):
 Category (4): Secondary research for which consent is not required: Secondary research uses of identifiable private 
information or identifiable biospecimens, if at least one of the following criteria is met:
• (i) The identifiable private information or identifiable biospecimens are publicly available; OR
• (ii) Information, which may include information about biospecimens, is recorded by the investigator in 
such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers 
linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects; 
OR
• The research involves only information collection and analysis involving the investigator’s use of 
identifiable health information when that use is regulated under 45 CFR parts 160 and 164 (HIPAA), subparts A and 
E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for 
“public health activities and purposes” as described under 45 CFR 164.512(b); OR
• The research is conducted by, or on behalf of, a Federal department or agency using government-generated 
or government-collected information obtained for nonresearch activities, if the research generates identifiable 
private information that is or will be maintained on information technology that is subject to and in compliance with 
section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information 
collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy 
Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the 
Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.
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The IRB made the following determinations regarding this submission:
- A waiver of HIPAA authorization for release of the PHI identified in the CICERO application has been reviewed 
and approved for this research study.

In conducting this research you are required to follow the requirements listed in the INVESTIGATOR MANUAL.  
Investigators are reminded that the IRB must be notified of any changes in the study.  
Research activity involving veterans or the Baltimore VA Maryland Healthcare System (BVAMHCS) as a site, must 
also be approved by the BVAMHCS Research and Development Committee prior to initiation. Contact the VA 
Research Office at 410-605-7131 for assistance.

In conducting this research you are required to follow the requirements listed in the INVESTIGATOR MANUAL.  
Investigators are reminded that the IRB must be notified of any changes in the study.  Research activity in which the 
VA Maryland Healthcare System (VAMHCS) is a recruitment site or in which VA resources (i.e., space, equipment, 
personnel, funding, data) are otherwise involved, must also be approved by the VAMHCS Research and 
Development Committee prior to initiation at the VAMHCS.  Contact the VA Research Office at 410-605-7000 ext. 
6568 for assistance.

The UMB IRB is organized and operated according to guidelines of the International Council on Harmonization, the 
United States Office for Human Research Protections and the United States Code of Federal Regulations and 
operates under Federal Wide Assurance No. FWA00007145.

If you have any questions about this review or questions, concerns, and/or suggestions regarding the Human 
Research Protection Program (HRPP), please do not hesitate to contact the Human Research Protections Office 
(HRPO) at (410) 706-5037 or HRPO@umaryland.edu.
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