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Other Institutional Requirements 
IRB approval/acceptance is only one of several institutional requirements before a study can proceed. 
Many studies require approval from a variety of other committees and must satisfy these requirements before they can be released by the Office of Regulatory Affairs (ORA). 
IRB review and approval/acceptance has no impact on when other committees conduct their review or process their approval. 
The ORA may not grant final approval/acceptance until all applicable ancillary requirements have been received.

	
	When it applies
	Contact Information
	Website

	Billing Grid (Matrix)
	Studies involving scheduling research-related procedures/treatments

NOT required for studies done solely at Children’s Nebraska.
	studyintake@unmc.edu


	Study intake: Study Intake | Research Resources | University of Nebraska Medical Center 
 
Clinical Research Billing: Clinical Research Billing | Research Resources | University of Nebraska Medical Center 
 


	CITI
	All non-exempt studies.
	Rob Lewis:
rob.lewis@unmc.edu
	https://www.unmc.edu/irb/citi/index.html 

	Clinicaltrials.gov
	FDA-regulated and NIH-funded clinical trials or clinical trials which will render claims to CMS. 
	Jessica Odvody-Wernimont: 
Oract.gov@unmc.edu

	https://www.unmc.edu/irb/procedures/CTdotGov.html 


	COI
	Studies where investigators indicate a financial conflict of interest.
	Sara Ward: sara.ward@unmc.edu
	https://www.unmc.edu/academicaffairs/compliance/conflict-interest.html

	Contracts and Agreements
	Any commercially funded studies (UNeHealth).

Any grant funded study (SPA).

Collaborative sites needing DUAs, DTAs, MTAs, etc.
	UNeHealth: Amanda Leingang:
amanda.leingang@unmc.edu
Amy Carson:
acarson@unmc.edu

SPA: spadmin@unmc.edu

Nebraska Medicine: Greg Ramirez:
greramirez@nebraskamed.com

UNO: Brenda Kolobara
Bkolobara@unomaha.edu

Legal at Children’s NE: Amy Bones:
abones@childrensnebraska.org

	https://www.unmc.edu/spa 
 
https://www.unmc.edu/spa/clinical-trials/unehealth/index.html 
 
https://www.unmc.edu/spa/contracts/other/index.html 


	Coverage Analysis
	Studies that have the potential for generating charges that are billed to subjects. 

NOT required for studies done solely at Children’s Nebraska.
	Heather Kloppenborg 
Hkloppenborg@nebraskamed.com 
 
Jeremy Brooke: 
jbrooke@nebraskamed.com 

	Study intake: Study Intake | Research Resources | University of Nebraska Medical Center 
 
CRC Services (including coverage analysis): Services | Research Resources | University of Nebraska Medical Center 


	Export Control
	International studies or studies that share or store data outside of the US.
	exportcontrol@unmc.edu

UNO: Brenda Kolobara
Bkolobara@unomaha.edu

	https://www.unmc.edu/academicaffairs/compliance/areas/export-control/


	IBC
	Studies that use vaccines, recombinant DNA, or infections agents (viral or bacterial).
	Jackie Hollinger:
jhollinger@unmc.edu

Jenna McKenzie:
Jenna.mckenzie@unmc.edu


	https://www.unmc.edu/vcr/compliance/ibc/index.html


	IDRC
	Studies involving investigational devices.
	Grace Videtich:
grvidetich@nebraskamed.com
	https://www.unmc.edu/vcr/compliance/idrc.html


	IT Review
	
	Rito@unmc.edu

UNO:
Service Catalog - Research Computing

	https://www.unmc.edu/research-resources/resources/cores/rito/index.html

Service Catalog - Research Computing

	P&T
	Studies involving drugs, therapeutics, supplements, or food additives. 
	researchpharmacy@nebraskamed.com    
 
Jon Beck: jbeck@nebraskamed.com 
Erin Iselin: elselin@nebraskamed.com 
 
Children’s NE only: Elizabeth Zdyb: ezdyb@childrensomaha.org 
402-955-5470 

	https://www.unmc.edu/research-resources/resources/cores/research-pharmacy/index.html


	Pathology
	Studies that use archival tissue (RETRIEVING tissue from pathology). 
	Dr. Talmon: gtalmon@unmc.edu 
  
Ben Swanson: bjswanso@unmc.edu 
  
Children’s NE pathology: 
Dr. Peter Abasolo: pabasolo@childrensnebraska.org 

	https://www.unmc.edu/research-resources/resources/cores/clinical-research-center/pathology-samples.html


	Privacy Office:
	
	UNMC/NM: 
Cassie Smith O’Brien
csmithobrien@nebraskamed.com

UNO: 
Brenda Kolobara
Bkolobara@unomaha.edu

Children’s NE: 
Bart M. Sturdy
bsturdy@childrensnebraska.org

	

	Radiation Safety
	Studies involving a novel process, radioactive materials, new equipment, or large amounts of radiation.


	Frank Rutar: frutar@unmc.edu 

Tom Lane: tlane@nebraskamed.come
Carrie Carson: carrie.carson@unmc.edu
For clinical research trials involving use of ionizing radiation (e.g., radioactive material, x-rays), contact Frank, Tom, or Carrie.

Neil Hansen: njhansen@unmc.edu

	https://www.unmc.edu/ehs/radiation-safety/index.html


	Reliance Agreements
	1) Studies where UNMC is acting as the IRB of record for an external site, or
2) Studies where UNMC is ceding review to an external IRB where a master reliance agreement is not in place.
	sIRB@unmc.edu
	https://guides.unmc.edu/books/institutional-review-board-irb-guidebook/chapter/single-central-irb


	SRC
	Oncology studies.

NOTE: HBM studies that use samples (prospective or retrospective) from an approved tissue bank or from Pathology archives DO NOT require SRC approval.
NOTE: Medical records studies looking at retrospective data do not need SRC approval.
	Prmsoffice@unmc.edu
	https://www.unmc.edu/cancercenter/research/protocol-review-monitoring-system.html

https://www.google.com/url?client=internal-element-cse&cx=017776516029120910632:omb8gkad2k0&q=https://www.unmc.edu/cancercenter/_documents/src-policies.pdf&sa=U&ved=2ahUKEwiXmpC0w-6MAxW7EUQIHYpaGXIQFnoECAcQAQ&usg=AOvVaw2DalB5un121H2rGi82PB6h


	Students as Subjects
	Studies involving students as research subjects.
	College of Medicine Students:
Office of Medical Education Contact:
Kari Nelson
Kari.nelson@unmc.edu

Office of Graduate Studies:
Contact: Kendra Schmid
kkschmid@unmc.edu
 
College of Nursing:
Contact: Michele Balas
mibalas@unmc.edu
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