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1. GENERAL INFORMATION AND INTRODUCTION TO THE 
NORTON HEALTHCARE (NHC) OFFICE OF RESEARCH 
ADMINISTRATION 

 
Norton Healthcare Office of Research Administration (NHORA) 
 
Norton Healthcare has a tradition of excellence in research and a continuing commitment to 
protect the interests and well being of human subjects.  We are committed to the policies and 
practices for ethical conduct of human research and reaffirm this commitment through our 
policies. 

 
VISION 

 To assist Norton Healthcare in becoming a recognized leader in conduct of clinical 
research 

 
MISSION 

 To increase the depth and breadth of studies conducted at Norton Healthcare 

 To assist investigators in the conduct of research in a customer service oriented manner 

 To uphold regulatory, compliance and ethical principles for the proper conduct of research 
within our facilities 

 
In the interest of promoting the mission, vision and values of Norton Healthcare and to assure 
and promote a safe environment for subjects participating in research within Norton Healthcare 
facilities all policies and procedures shall be followed. 
 
In 2001 Norton Healthcare established the Norton Healthcare Research Office (NHRO) now 
known as the Norton Healthcare Office of Research Administration (NHORA).  NHORA is 
responsible for the oversight of clinical research activities within Norton Healthcare.  Such 
activities include: 
 

 Review of regulatory documents 

 HIPAA compliance 

 Financial management of research revenues and expenses 

 Management of research billing for research subjects treated in NHC facilities 

 Regulatory submissions to the IRB and facilitating clinical research educational programs 

 Liaison with the University of Louisville Institutional Review Board and Western 
Institutional Review Board 

 Maintain Norton Healthcare’s Federalwide Assurances (FWA) with DHHS 

 Serve as liaison with federal and state agencies 
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CCOONNTTAACCTT  IINNFFOORRMMAATTIIOONN  
 

Norton Healthcare 
 
Norton Healthcare Office of Research Administration 
 
Medical Director VP Clinical Research 

Steve Hester, MD, MBA Sandra Brooks, MD, MBA 

Vice President, Medical Affairs Med Plaza I Suite 3C 
P.O. Box 35070, M-02 4001 Dutchmans Lane 
Louisville, KY  40232 Louisville, KY  40207 
steven.hester@nortonhealthcare.org sandra.brooks@nortonhealthcare.org 
 
 
Rhonda Hoffman, CCRP Holly Horn 
System Director Administrative Secretary 
502-629-3598 Office 502-629-3501 Office 
502-468-9776 Blackberry holly.horn@nortonhealthcare.org 
rhonda.hoffman@nortonhealthcare.org 
 

Compliance and Regulatory Affairs 
 
Dawn Diehl, CIP, CCRP Sharon Taylor, CCRP 
Director of Compliance and Regulatory Affairs Research Analyst 
502-629-3574 Office 502-629-3119 Office 
502-592-0629 Blackberry sharon.taylor@nortonhealthcare.org 
dawn.diehl@nortonhealthcare.org 
 
Bethany Pitino Donna Phillips, BA, CCRC 
Research Compliance Auditor Research Regulatory Specialist 
502-629-3569 Office 502-629-3711 Office 
502-468-9640 Blackberry donna.phillips@nortonhealthcare.org  
bethany.pitino@nortonhealthcare.org 
 
Elizabeth Welsh, CCRP 
Regulatory Associate 
502-629-3102 Office 
elizabeth.welsh@nortonhealthcare.org 
 
 

mailto:steven.hester@nortonhealthcare.org
mailto:sandra.brooks@nortonhealthcare.org
mailto:holly.horn@nortonhealthcare.org
mailto:rhonda.hoffman@nortonhealthcare.org
mailto:sharon.taylor@nortonhealthcare.org
mailto:dawn.diehl@nortonhealthcare.org
mailto:donna.phillips@nortonhealthcare.org
mailto:bethany.pitino@nortonhealthcare.org
mailto:elizabeth.welsh@nortonhealthcare.org
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Finance, Budgets and Contracts 
 
Tracy Popp, MBA, CRCP Pam Senn, BBA 
Director of Finance, Budgets and Contracts Research Accountant 
502-629-3396 Office 502-629-3479 Office 

502-262-7584 Blackberry pam.senn@nortonhealthcare.org 
tracy.popp@nortonhealthcare.org 
 
Julie Gray Regina Schaefer 
Research Billing Coordinator Research Billing Coordinator 
502-629-3565 Office 502-629-3560 Office 
julie.gray@nortonhealthcare.org regina.schaefer@nortonhealthcare.org 

 
Irene McKiernan 
Research Financial Analyst 
502-629-3721 Office 
irene.mckiernan@nortonhealthcare.org 
 
 
 
Norton Healthcare Other Pertinent Departmental Contacts 
Corporate Compliance 
John Sass Betty Muse 
System VP, Corporate Compliance and Audit  Director, Compliance Analysis 
P.O. Box 35070, N-154 601 S. Floyd Street, CHFB Suite 505 
Louisville, KY 40232 Louisville, KY  40202 
502-629-8422 502-629-2402 

john.sass@nortonhealthcare.org betty.muse@nortonhealthcare.org 
 
Biomedical Engineering 
Downtown Campus Suburban 
Scott Skinner, Director Robert John Linton 
P.O. Box 35070, N-32 Lead Biomedical Equipment Tech 
Louisville, KY 40202 502-899-6039  
502-629-4789 robert.linton@nortonhealthcare.org 
scott.skinner@nortonhealthcare.org 
 
Anthony Nauert Audubon 
Biomedical Services Manager Rebecca Allen 
502-629-8539 Lead Biomedical Equipment Tech 
anthony.nauert@nortonhealthcare.org 502-636-7131 
 rebecca.allen@nortonhealthcare.org 
 
Imaging Brownsboro 
Doug Elmore Mike Heitz 
Lead Radiology Electronic Tech Biomedical Services 
502-629-7612 502-446-8090 

doug.elmore@nortonhealthcare.org mike.heitz@nortonhealthcare.org 

mailto:pam.senn@nortonhealthcare.org
mailto:tracy.popp@nortonhealthcare.org
mailto:julie.gray@nortonhealthcare.org
mailto:regina.schaefer@nortonhealthcare.org
mailto:john.sass@nortonhealthcare.org
mailto:betty.muse@nortonhealthcare.org
mailto:robert.linton@nortonhealthcare.org
mailto:anthony.nauert@nortonhealthcare.org
mailto:rebecca.allen@nortonhealthcare.org
mailto:doug.elmore@nortonhealthcare.org
mailto:mike.heitz@nortonhealthcare.org


8 
Version 12-9-2011 

Electronic Access for Research (EMR) 
Trina Spalding, Manager, IS Security 
P.O. Box 35070, 13-4 
Louisville, KY 40202 
502-629-7976 
trina.spalding@nortonhealthcare.org 
 
Legal Department 
Lissa Wathen, System AVP, Assistant General Council 
233 East Gray Street, Suite 262, M-57 
Louisville, KY 40202 
502-629-8768 
lissa.wathen@nortonhealthcare.org 
 
Health Information Management 
P.O. Box 35070, N-16 
Louisville, KY 4032-9972 
Main Number: 502-629-8700 
 
Release of Information (ROI) 
502-629-8766 
 
Medical Staffing Office 
Rosalind Sickles Marilyn Reed 
Coordinator, Medical Staff Office Greater Louisville Medical Society 
Phone 502-629-4419 Centralized Application Processing  
Fax 502-629-4412 Service (CAPS) 
roselind.sickles@nortonhealthcare.org 101 West Chestnut Street 
 Louisville, KY 40202 
 Phone 502-589-2001 
 Fax 502-736-6318 
 Marilyn.Reed@glms.org 
 www.glms.org 

mailto:trina.spalding@nortonhealthcare.org
mailto:lissa.wathen@nortonhealthcare.org
mailto:roselind.sickles@nortonhealthcare.org
http://www.glms.org/
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Pharmacy 

 Kosair  
W. Paul Allen, PharmD Brian Yarberry 
Associate Vice President, Pharmacy  Director Clinical Pharmacy  
502-629-7076 502-629-5538 
paul.allen@nortonhealthcare.org brian.yarberry@nortonhealthcare.org 
 
Downtown Campus Suburban 
Chris Maloy, Inpatient Supervisor David Fulkerson, Director 
502-629-5946 502-899-6718 

chris.maloy@nortonhealthcare.org davidb.fulkerson@nortonhealthcare.org 
Main Pharmacy: 502-636-7386 Main Pharmacy: 502-893-1116 
 
Audubon 
Chris Little, Director  
502-636-7387 
thomas.little@nortonhealthcare.org 
 

Pathology 
Downtown Campus Suburban 
MaryBeth Knight Rosalie Long 
Manager, Pathology Lab Director 
502-629-7884 Clinical Pathology Associates 
marybeth.knight@nortonhealthcare.org 502-736-4341 
 rlong@cpalab.com 

mailto:paul.allen@nortonhealthcare.org
mailto:chris.maloy@nortonhealthcare.org
mailto:marybeth.knight@nortonhealthcare.org
mailto:rlong@cpalab.com
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Radiology 
Downtown Campus Suburban 
Scotty Embry, Supervisor Barbara Colvin, Supervisor 
502-629-7607 502-893-1254 
scotty.embry@nortonhealthcare.org barbara.colvin@nortonhealthcare.org 
 
 Donna Disselkamp, Supervisor 
 502-893-1214 
 donna.disselkamp@nortonhealthcare.org 
 
Audubon Norton Brownsboro Hospital & 
Marty Sherley Medical Center 
Manager, Diagnostic Imaging Pam Roberson 
502-636-7477 Supervisor 
martin.sherley@nortonhealthcare.org 502-446-8150 
 pam.roberson@nortonhealthcare.org 
Rich Schilling 
System Director, Diagnostic Imaging 
502-636-7255 
richard.schilling@nortonhealthcare.org 
 

mailto:scotty.embry@nortonhealthcare.org
mailto:barbara.colvin@nortonhealthcare.org
mailto:donna.disselkamp@nortonhealthcare.org
mailto:martin.sherley@nortonhealthcare.org
mailto:pam.roberson@nortonhealthcare.org
mailto:richard.schilling@nortonhealthcare.org
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Jewish Hospital and St. Mary Healthcare (JHSMH) 

 
Center for Advanced Medicine (CAM) 
200Abraham Flexner Way 
Louisville, KY 40202 
Phone: 502-587-4381 
Research.Office@jhsmh.org 

 
University of Louisville 
 
Office of Industry Contracts (OIC) & Clinical Research Agreements (CRAS) 
MedCenter One 
501 East Broadway, Suite 200 
Louisville, KY 40202 
Phone: 502-852-8359  
Fax: 502-852-2590 

indcontr@gwise.louisville.edu 
 
Research Integrity Program 
200 Jouett Hall 
Louisville, KY 40292 
Phone: 502-852-2454 
Fax: 502-852-2403 
ori@louisville.edu 
 
Privacy Office 
501 E. Broadway, Suite 320 
Louisville, KY  40204 
Phone (502) 852-3803 
Fax: (502) 852-3855 
privacyoffice@louisville.edu 
 

University of Louisville Hospital (ULH)  
 
Research Integrity Office 
University of Louisville Hospital 
Research Integrity Office 
501 E. Broadway, Suite 170 
Louisville, KY 40202 
Phone (502) 562-3400 
Fax (502) 562-3932 
ULHRIO@ulh.org 

 

 

mailto:indcontr@gwise.louisville.edu
mailto:ori@louisville.edu
mailto:privacyoffice@louisville.edu
mailto:ULHRIO@ulh.org
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2. INSTITUTIONAL REVIEW BOARDS 
 

The role of the institutional review board (IRB) is to ensure that human research activities are 
conducted in accordance with applicable federal and local regulations pertaining to human 
subjects protection in research, as well as the principles of the Belmont Report. IRBs have 
authority to approve, modify, or disapprove human research conducted within an institution, as 
well as terminate research not conducted in compliance with the regulations or deemed unsafe 
for human subjects.  IRBs follow guidance and enforce regulations mandated by the Office of 
Human Research Protections (OHRP) within the United States Department of Health and 
Human Services and for drug and biologic research, the Federal Food and Drug Administration 
(FDA).  NHC holds a formal agreement, or Federalwide Assurance (FWA), with OHRP listing 
the University of Louisville IRB and the Western IRB (WIRB) as approved IRBs of record for 
federally funded human research conducted within a NHC facility.  However, NHC requires 
IRB review of all research by UofL IRB or WIRB for all research regardless of funding. Both 
the UofL IRB and WIRB also serve as the Privacy Boards which review and approve research 
documents in accordance with the HIPAA Privacy Rule.   

  
NHC policy states the investigator must follow the rules and regulations set forth by the 
respective IRB or the research will not be allowed in a NHC facility. 

 

The University of Louisville Human Subjects Protection Program Office 
(HSPPO)  
 
The HSPPO serves as the administrative office for the University of Louisville’s Behavioral and 
Social IRB and the Biomedical IRB.  The HSPPO is fully accredited by the Association for the 
Accreditation of Human Research Protection Programs (AAHRPP).  All researchers affiliated 
with the University of Louisville or utilizing a University of Louisville facility for research must 
use the U of L IRB as the IRB of record.   
 
MedCenter One 
501 East Broadway, Suite 200 
Louisville, KY 40202 
Phone: 502-852-5188 
Fax: 502-852-5164  
Email: hsppofc@louisville.edu 
http://louisville.edu/research/humansubjects 

mailto:hsppofc@louisville.edu
http://louisville.edu/research/humansubjects
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Western Institutional Review Board (WIRB) 

 
Any researchers not affiliated with the University of Louisville or its facilities have the option 
of using the U of L IRB or the Western Institutional Review Board (WIRB) as the IRB of 
record.  WIRB is an AAHRPP fully accredited IRB located in Olympia, WA. 

 
Elaine Azarenko-Weakley 
3535 Seventh Avenue SW 
Olympia, Washington 98508 
Phone: 360-252-2446 
Fax:  
Email: eweakley@wirb.com 

http://www.wirb.com/ 
 

 

 

mailto:eweakley@wirb.com
http://www.wirb.com/
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3. SUBMISSION OF APPLICATION TO CONDUCT RESEARCH 
 

It is the policy of NHC that all research activities conducted in a NHC facility, or by Norton 
employees, be submitted to the NHORA for review prior to   initiation of research in a NHC 
facility.   
 

Definition of Research - Is Your Project Considered Research? 
 
Research is defined in Federal regulations (45 CFR 46) as “a systematic investigation, including 
research development, testing and evaluation, designed to develop or contribute to 
generalizable knowledge.” In 21 CFR 50, the Federal Food and Drug Administration (FDA) 
defines a clinical investigation as “any experiment that involves a test article in one or more 
human subjects…”.  This section will define research and also gives examples of projects that 
may not be considered human research. 
 
Human Subjects are defined in 45 CFR 46 as “living individuals about whom an investigator 
(whether professional or student) conducting research obtains (1) data through intervention or 
interaction with the individual, or (2) identifiable private information.”  The FDA regulations 
define human subjects as “an individual who is or becomes a participant in research, either as a 
recipient of the test article or as a control.  A subject may be either a healthy human or 
patient.”  
 
All human subject research conducted by or under the auspices of Norton Healthcare will be 
performed in accordance with Title 45 Code of Federal regulations, Parts 46, 160 and 164 and 
Title 21 Code of Federal Regulations Parts 50, 56, 312 and 812.  In addition, Norton 
Healthcare will also conform to all applicable Federal (Food and Drug Administration, 
National Institutes of Health, Office for Human Research Protections, etc), State and local 
laws and regulations.  
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Institutional Review Board Exempt Research 
 
Institutional Review Boards may make a determination if research is exempt from IRB 
oversight..  An investigator may make the claim of exemption, but only the IRB may 
determine if the research meets the criteria for exempt research set forth in federal and local 
requirements.  This determination is made if the research is conducted in one or more of the 
following categories as listed in 21 CFR 56.104 (a-d) or 45 CFR.101 (b)(1-6) 

1. Research conducted in established or commonly accepted educational settings, 
involving normal educational practices, such as  

(i) research on regular and special education instructional strategies, or  

(ii) research on the effectiveness of or the comparison among instructional 
techniques, curricula, or classroom management methods. 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
achievement), survey procedures, interview procedures or observation of public behavior, 
unless: 

(i) information obtained is recorded in such a manner that human subjects can 
be identified, directly or through identifiers linked to the subjects; and  

(ii) any disclosure of the human subjects' responses outside the research could 
reasonably place the subjects at risk of criminal or civil liability or be 
damaging to the subjects' financial standing, employability, or reputation. 

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
achievement), survey procedures, interview procedures, or observation of public behavior 
that is not exempt under paragraph (b)(2) of this section, if: 

(i) the human subjects are elected or appointed public officials or candidates for 
public office; or  

(ii) federal statute(s) require(s) without exception that the confidentiality of the 
personally identifiable information will be maintained throughout the research 
and thereafter. 

4. Research involving the collection or study of existing data, documents, records, 
pathological specimens, or diagnostic specimens, if these sources are publicly available or if 
the information is recorded by the investigator in such a manner that subjects cannot be 
identified, directly or through identifiers linked to the subjects. 
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5. Research and demonstration projects which are conducted by or subject to the approval of 
department or agency heads, and which are designed to study, evaluate, or otherwise 
examine: 

(i) Public benefit or service programs;  

(ii) Procedures for obtaining benefits or services under those programs;  

(iii) Possible changes in or alternatives to those programs or procedures; or  

(iv) Possible changes in methods or levels of payment for benefits or services 
under those programs. 

6. Taste and food quality evaluation and consumer acceptance studies,  

(i) if wholesome foods without additives are consumed or  

(ii) if a food is consumed that contains a food ingredient at or below the level and 
for a use found to be safe, or agricultural chemical or environmental 
contaminant at or below the level found to be safe, by the Food and Drug 
Administration or approved by the Environmental Protection Agency or the 
Food Safety and Inspection Service of the U.S. Department of Agriculture. 

7. Clinical investigations regulated by 21 CFR 56.104 consist of the following categories: 

a. Any investigation which commenced before July 27, 1981 and was subject to 
requirements for IRB review under FDA regulations before that date, provided 
that the investigation remains subject to review of an IRB which meets the 
FDA requirements in effect before July 27, 1981 

b. Any investigation commenced before July 27, 1981 and was not otherwise 
subject to requirements for IRB review under Food and Drug Administration 
regulations before that date.  

c. Emergency use of a test article, provided that such emergency use is reported 
to the IRB within 5 working days.  Any subsequent use of the test article at the 
institution is subject to IRB review.  

d. Taste and food quality evaluations and consumer acceptance studies, if 
wholesome foods without additives are consumed or if a food is consumed 
that contains a food ingredient at or below the level and for a use found to be 
safe, or agricultural, chemical, or environmental contaminant at or below the 
level found to be safe, by the Food and Drug Administration or approved by 
the Environmental Protection Agency or the Food Safety and Inspection 
Service or the U.S. Department of Agriculture.   
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Quality Improvement Studies 

Quality improvement (QI) studies are often internal investigations of current practices aimed 
to identify weak areas and improve current practices.  The OHRP does not clearly distinguish 
between quality improvement studies and research, and it may often be unclear if QI studies 
should be treated as human subjects research or exempt from IRB oversight.  The NHORA 
uses the following schematic as a decision model for QI studies: 

                                                                               
                                                            Yes              Yes 
 
              
                  No                                         
                                                                          Yes 
 
                                                                             
                 No 
 
                                                                           Yes 
 
                                                                           
                  No 
                                                                          Yes 
                                                       Yes 
 
                   No                                     
                                                                          Yes 
 
 
              No 
                                                        Yes 

 
              No 
                                                        Yes 

 
              No 

 
 
 
 

 

1.   The project is designed to develop or contribute to     
generalizable knowledge by adding to the cumulative knowledge 
of a broad scientific community 

2.   Randomization or other systematic processes are used 
to assign patients to groups 

3.   Active intervention beyond standard of care is being 
studied 

4.   The project adds additional patient risk or burden 
beyond that of usual care 

 

5.   The project gathers information beyond what is 
routine care 

 

6.   PHI is sent outside the institution 

 

7.   The project infringes on privacy or confidentiality  

 

Research 
 

The project should 
be reviewed as 

research, and the 
researcher should 

follow the NHORA 
policies guiding a 

research application. 

Quality 
Improvement 

 
The project should 
be submitted to the 

IRB for exemption or 
as NHSR (not human 
subjects research) as 

well as to the 
NHORA.  
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Not Human Subjects Research (NHSR) 
 
NHSR activities do not meet the definition of research.  This does not require a full IRB 
review, and no IRB oversight is necessary.  An abbreviated application through the UofL 
IRB BRAAN2 system is required for NHSR determination, but no special research training 
is required for this application.  Although the results of NHSR may be shared outside the 
institution, it must be stated that the intent of the activity must not be for general 
applicability outside the institution.  If the results are not shared outside the institution, IRB 
contact is not required. 
 
Registries 
 
Registry studies are studies that do not require an intervention such as a drug or research 
procedure.  Registry studies usually require subject data collected over a period of time in 
order to determine outcomes of a specific research question.  Although no intervention is 
involved, they are still considered to be research and have the same IRB and NHORA 
requirements as standard research protocols.  

 
Humanitarian Use Devices 
 
Humanitarian Use Devices (HUDs) are devices intended to benefit patients by treating a 
condition that affects less than 4,000 individuals in the United States per year.  The FDA 
grants a Humanitarian Device Exemption (HDE) to a device maker as an incentive for the 
development of devices for diseases affecting these populations.  An HDE approval 
authorizes marketing of the HUD similar to a pre-market approval (PMA), but is exempt from 
the FDA effectiveness requirements.  However, the HUD application must contain sufficient 
information for FDA to determine that the device does not pose an unreasonable or 
significant risk of illness or injury, and that the probable benefit to health outweighs the risk of 
injury or illness from its use.  Although not considered “research”, FDA requires that IRB 
approval be obtained before using the HUD.  It is the IRB’s responsibility to supervise the use 
of the device and to ensure that the device is being used as indicated in the HDE.  It is also the 
IRB’s discretion as to how much oversight is needed (e.g. under a protocol or a case-by-case 
basis).   

 
Each HUD intended for use in a Norton facility must also have approval by the NHORA.  
The submission requirements are the same as for a research study application. As HUDs are 
technically not research, the device sponsor company will often not provide the device and will 
expect the patient’s insurance to reimburse all costs.  Before submission to an IRB, each HUD 
must receive approval from the Technology Assessment Committee (TAC) before use within 
NHC facilities.  The investigator must complete the New Product and Technology Request 
form (Attachment A) and return to Materiel Management for consideration at the next TAC 
meeting. Contact Material Management at 502-629-2149 for information.  
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Emergency Use of Investigational Drugs or Biologics 
 
The federal regulations [21 CFR 56.102 (d)] define emergency use as the use of an 
investigational drug or biological product with a human subject in a life-threatening or severely 
debilitating situation in which no standard acceptable treatment is available and in which there 
is not sufficient time to obtain IRB approval.  Life threatening and severely debilitating are 
defined as the following: 

 

1. Life-threatening means diseases or conditions where the likelihood of death is high 
unless the course of the disease is interrupted and diseases or conditions with 
potentially fatal outcomes, where the end point of clinical trial analysis is survival. 
The criteria for life-threatening do not require the condition to be immediately life-
threatening or to immediately result in death. Rather, the subjects must be in a life-
threatening situation requiring intervention before review at a convened meeting of 
the IRB is feasible. 

2. Severely debilitating means diseases or conditions that cause major irreversible 
morbidity. Examples of severely debilitating conditions include blindness, loss of 
arm, leg, hand or foot, loss of hearing, paralysis or stroke. 

 
The emergency use provision in the FDA regulations allows for one emergency use of a test 
article without prospective IRB approval, and that all subsequent uses have prospective IRB 
review and approval.  If the article is to be used within a NHC facility, this review and 
approval is also extended to the NHORA.  The investigator must report the emergency use to 
the IRB within 5 working days, and should also notify the NHORA if the use occurred within 
a NHC facility.  Such notification should not be considered an approval.  
 
Federal regulations also specify criteria for the exception of the informed consent 
requirements for emergency use situations.  Informed consent is required unless the 
investigator and a physician not associated with the clinical investigation certify in writing in 
the subject’s medical record: 

 
1. The subject is confronted by a life-threatening situation necessitating the use of the 

test article. 
2.  Informed consent cannot be obtained because of an inability to communicate 

with, or obtain legally effective consent from, the subject. 
3.  Time is not sufficient to obtain consent from the subject's legal representative. 
4.  No alternative method of approved or generally recognized therapy is available 

that provides an equal or greater likelihood of saving the subject's life. 
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Emergency Use of Unapproved Devices 
 
An unapproved device is a device that does not have an FDA pre-market approval or 510(k) 
clearance.  These devices may be only used in human subjects with an approved 
Investigational Device Exemption (IDE).  In emergency situations where an IDE does not 
exist, or the physician or institution are not approved under the existing IDE, the FDA 
requires the physician to justify in writing to the FDA that that following conditions existed: 
 
1. The patient is in a life-threatening condition that needs immediate treatment 
2. No generally acceptable alternative for treating the patient is available; and 
3. Because of the immediate need to use the device, there is no time to use existing 

procedures to get FDA approval for the use. 
 
 
The investigator should document substantial reason to believe that benefits will exist from 
using the unapproved device, and to follow as many human subjects protection procedures as 
possible including: 

 
1. Obtaining an independent assessment in writing, documented in the 

patient/subject’s medical record by an uninvolved physician 
2. Obtaining informed consent from the patient or a legal representative; 
3. Notifying institutional officials as specified by institutional policies; 
4. Notifying the Institutional Review Board (IRB); and 
5. Obtaining authorization from the IDE holder, if an approved IDE for the 

device exists. 
 

 
In addition to notifying the IRB, the physician must also notify the NHORA if the 
unapproved device was used in an emergency situation.  After the unapproved device is used, 
the physician must: 

 
1. Report to the IRB within five days [21 CFR 56.104(c)] and otherwise comply with 

provisions of the IRB regulations [21 CFR part 56]; 
2. Evaluate the likelihood of a similar need for the device occurring again, and if 

future use is likely, immediately initiate efforts to obtain IRB approval and an 
approved IDE for the device's subsequent use; and  

3. If an IDE for the use does exist, notify the sponsor of the emergency use, or if an 
IDE does not exist, notify FDA of the emergency use (CDRH Program Operation 
Staff 301-594-1190) and provide FDA with a written summary of the conditions 
constituting the emergency, subject protection measures, and results. 

 
Subsequent emergency use of the device may not occur unless the physician or another person 
obtains approval of an IDE for the device and its use. 
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Ancillary Services 
 
If you are not conducting your research primarily in a NHC facility, but would like to use 
NHC for a procedure required by your protocol, you may qualify for an ancillary service 
application.  If your research does qualify, you must still obtain an IRB approval, but are not 
required to use those listed in NHC’s FWA (UofL IRB or WIRB).   
 

Submission to the Institutional Review Board and NHORA 
 
The following documents are required in your submission to NHORA (as appropriate 
to type of study): 

 
 JHSMH/NHC MIRA form (if study performed at multiple institutions) 

(Attachment B) 

 Completed IRB application (WIRB only)  www.wirb.com 

 Informed Consent Form (ICF) using the approved language template OR an 
application of a waiver of informed consent  

 Applicable HIPAA documents (e.g. Research Authorization, Complete or Partial 
Waiver)  

 Protocol and Synopsis  

 Time & Events schedule delineating research v. standard of care procedures, 
signed and dated by PI which will be used to create the Billing Compliance Table 
(BCT) 

 Recruitment Advertisements 

 FDA Form 1572, if applicable  

 Contract or Letter of Agreement (draft is acceptable until finalized) 

 Budget (draft is acceptable until finalized) 

 CV (Curriculum Vitae) and current professional license for the PI and Sub-Is 

 Certification of Human Subjects Protection Training (CITI) for key personnel 

 For drug studies: Investigational Drug Brochure or background information for 
food supplements 

 Gene Therapy protocols: either a request for Institutional BioSafety Committee 
(IBC) review or the IBC approval  

 For device studies: a copy of the signed investigator agreement for protocols with 
an IDE and one of the following: 
- FDA letter approving the Investigational Device Exemption (IDE) 
- 510(k) clearance 
- Letter from the sponsor stating significant or non-significant risk (final 

designation determined by the IRB) 
- Pre-Market Approval (PMA) letter 
- PMA supplemental letter 
- PMA amendment letter 
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Submission Process Using the University of Louisville Institutional Review Board 
 
For all research intended to be conducted at a NHC facility in which the  University of 
Louisville Institutional Review Board is the IRB of record, an electronic application must be 
submitted to UofL IRB through the BRAAN2 (electronic) system.  Instructions for using 

BRAAN2 may be found on the IRB's website, http://louisville.edu/research/humansubjects.  
If a NHC facility is selected as a research site on the application, the NHORA will have access 
to all documents in the system associated with the research study.  Please direct all BRAAN2 
questions to the HSPPO at 502-852-5188. 
 
Prior to the NHORA review of a new study, the researcher/research team must furnish a copy 
of the BCT (Attachment C) that has each service or procedure classified as either “C”= 
conventional care or “R” = research. Items should only be classified as conventional if they 
would be performed in the normal course of care for the patient absent participation in the 
clinical trial. The BCT must contain the printed name of the PI, signature of the PI and date, 
as well as the person completing the form.   
 
 
Submission Process Using the Western Institutional Review Board  

 
For all research intended to be conducted in a NHC facility in which the Western IRB (WIRB) 
is the IRB of record, the application must be submitted to NHORA for conditional approval 
prior to submission to WIRB.   The WIRB submission materials are available on their website, 
www.wirb.com.  WIRB will not accept a NHC application without the NHORA conditional 
approval letter. 
 
 
Review Process 

 

 Once the above-listed documents are available as a complete package, the 
study is assigned a NHORA tracking number.  The NHORA tracking number 
is sent to the researcher along with confirmation of receipt of submission.  
This number should be used in all correspondence relating to the study. 

 The NHORA will conduct an internal evaluation of the submission to include 
regulatory, compliance and financial review.  Any questions or comments 
raised during the review will be forwarded to the researcher within 5 business 
days.  If a response is not received in 10 business days, the researcher will be 
queried.   

 Once all questions and comments have been addressed the NHORA will 
issue an approval letter to the researcher via email.  WIRB will not review a 
study submission with NHC as a facility without the NHORA Conditional 
Approval letter. 

 Researcher will submit WIRB application and study documents, along with 
NHORA Conditional Approval Letter using the WIRB online submission 
website. 

 Final NHORA approval will be granted upon receipt of resolved 
questions/issues, IRB approval, department approval and final contract. 

http://www.wirb.com/
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Prior to the NHORA review of a new study, the researcher/research team must 
furnish a copy of the BCT (Attachment C) that has each service or procedure 
classified as either “C”= conventional care or “R” = research. Items should only be 
classified as conventional if they would be performed in the normal course of care 
for the patient absent participation in the clinical trial. The BCT must contain the 
printed name of the PI, signature of the PI and date, as well as the person 
completing the form.   
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4. REGULATORY MAINTENANCE OF RESEARCH AT 
NORTON HEALTHCARE 

 
Annual Continuing Review  
 
The federal regulations do not allow an IRB to approve a study for more than one year. An 
IRB may approve studies for a period shorter than one year based on the degree of risk. For 
multi-year research, the principal investigator is responsible for submitting a continuation 
application prior to the expiration date of the current IRB approval. Although the NHORA 
does not grant annual continuing renewals, the investigator must forward a copy of this 
application and progress report to the NHORA. If the approval expires prior to submission of 
the continuation application, the investigator is required to suspend subject contact, 
recruitment, and data collection until the continuation is approved by the IRB, unless the IRB 
allows follow up for safety reasons.   The investigator is also responsible for ensuring that 
NHORA receives a copy of the approval letter and current informed consent form with the 
dated IRB stamp.  
 
 

Amendments  
 

During the conduct of a study, changes to the protocol may be proposed, or unintentional 
changes may be discovered. Changes to the IRB-approved protocol, planned or otherwise, are 
governed by federal regulations and IRB policies and procedures.  The NHORA must be 
notified of all amendments relating to personnel changes, accrual goals, treatment plans, or 
safety. 
 
 

Study Closure and Termination 
 
Investigators are responsible for informing the IRB and NHORA when a study has been 
closed to accrual, is completed, or is being terminated by the sponsor.  The investigator must 
forward a copy of the IRB’s acknowledgement letter to NHORA.   Upon receipt, the 
NHORA will move the study to closed status.   

 
Record Retention 

 
The federal regulations under 21 CFR 312.64 regarding record retention for clinical research 
state the investigator must retain records for 2 years after the drug has obtained approval by 
the FDA for all drug research.   Depending on the application complexity and level of FDA 
review, requirements for retaining documents will vary.  Institutional review boards and 
sponsors may also have requirements for retaining research records.  Researchers must be 
cognizant of federal, sponsor, institutional and IRB retention policies and must maintain the 
records for whichever requires the greatest retention time.  During this time all records must 
be accessible for audit and inspection by authorized parties. 
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5. RESEARCHER RESPONSIBILITIES 
 
Investigator Certification 
 
As part of the initial submission of research to the NHORA, an investigator is certifying, to 
the best of his or her knowledge, the research proposal is scientifically sound, ethical, respects 
and protects the rights and welfare of human subjects in research, and the information 
contained in the application is complete and true.  The investigator must also agree to adhere 
to the credentialing requirements of the respective institution(s), the compliance policies and 
procedures, all billing practices of the institution(s), all regulations (e.g. not to bill any third 
party payer for items specifically reimbursed by a sponsor), and to conduct the study within 
the guidelines of good clinical practice.   

 
Credentialing at Norton Healthcare  

  
Non-Norton Healthcare employed research personnel having contact with patients or 
protected health information (PHI) in any NHC facility are required by the Norton Medical 
Staff Office to obtain the appropriate privileges to gain access to patients or PHI.  All 
research subjects seen in NHC facilities are considered NHC patients and therefore all 
NHC policies apply.  Research personnel are defined as the PI, co-investigators, sub-
investigators, study coordinators, and all other personnel including students in contact with 
patients or PHI.  The credentialing process is based upon the researcher’s level of PHI and 
patient contact.  The NHORA will verify that all personnel have appropriate credentials before 
granting study approval. 
 
Level I  
There are two classes of Level I credentials.  Both classes are processed internally through the 
NHORA, and do not require dependent allied health privileges (DAHP). 

 
1. No Patient Contact 

Those granted credentials under this classification are limited to PHI access only, such as 
chart reviews and case studies.   The research personnel submit a signed application 
(Attachment D) for Level I credentials to the NHORA office with the following 
documentation: 

 Government-issued photo ID 

 Documentation of school affiliation (if applicable) 

 IS (information systems) request form in order to gain access to electronic 
NHC systems for research purposes (if applicable) 

 Negative up-to-date TB test 

 NHC Credentialing Certification Form (if applicant does not show ID in 
person to NHORA) (Attachment E) 
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2. Limited Patient Contact 
Those granted credentials under this classification have access to PHI as well as limited 
patient contact under the supervision of a privileged medical staff member at NHC.  This 
limited contact may include recruiting subjects, performing the informed consent 
discussion, administering questionnaires and surveys, collecting data, and other research 
discussions.  This also includes non-invasive medical procedures such as taking vital signs.  
Such non-invasive medical procedures performed by a researcher with Limited Patient 
Contact privileges are not a substitute for those performed by NHC clinical staff in 
accordance with applicable assessment/reassessment policies.  Applicants with U of L 
affiliation must first present all the required documentation to the Office of the Vice 
President for Health Affairs (VPHA).  Research personnel must sign the NHORA Level I 
application form, and submit the following documentation: 

 

 Sponsor Certification Form signed by the clinical sponsor, the research 
supervisor, and the VP or Dean of applicable school (for UofL applicants).   

 All documentation required for the “No Patient Contact” access as listed 
above 

 Current proof of professional liability insurance, or other insurance provided 
by employer, which covers the personnel in performing the research services in 
NHC facilities with minimum limits in the amount of $1,000,000 per 
occurrence, and $3,000,000 aggregate. 

 Documentation of criminal background check performed within six months   

 Current signed Curriculum Vitae or resume  

 NHC Credentialing Certification Form (if applicant does not show ID in 
person to NHORA)(Attachment E) 

 Documentation of immunizations.  If no documentation is available, applicant 
must be immunized at the applicant’s or employer’s own expense:  

o Measles, Mumps, Rubella (MMR) 
o Varicella 

 Code of Conduct Agreement 
 

 
Upon receipt of the above listed documentation, the NHORA will issue a letter granting 
research privileges for a pre-determined amount of time.  No fee is charged for Level I 
Credentials. 
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Level II 
Level II credentials allow for all privileges classified as Level I as well as expanded patient 
interaction under the supervision of a privileged medical staff member at NHC.  This includes 
all patient discussions, procuring specimens, providing appropriate clinical care, performing 
applicable tests or procedures, and operating equipment that directly impacts patients within 
the scope of their licensing.  Sponsoring physicians should be listed as Key Personnel at the 
IRB for each study in which NHC will be used as a research site. 
 

Applicants for Dependent Allied Health Privileges (DAHP), initial and reappointment, are 
processed through Norton Healthcare’s CVO, the Greater Louisville Medical Society (GLMS) – 
Centralized Application Processing Service (CAPS).  Applicants must first contact the Greater 
Louisville Medical Society for initial processing.  In addition to the documents and fee that will be 
required by the CAPS office, the following items are required by the System Medical Staff Office of 
Norton Healthcare.   

 
Initial Applications 

 $60 check made payable to Norton Healthcare  

 Consent and Release form 

 Current proof of professional liability insurance, or other insurance provided by 
employer, which covers the personnel in performing the research services in NHC 
facilities with minimum limits in the amount of $1,000,000 per occurrence, and 
$3,000,000 aggregate.   

 Background check authorization 

 TB test result within the past year 

 Proof of a negative drug screen performed by a designated NHC Immediate Care 
Center 

 Documentation of immunizations.  If no documentation is available, applicant 
must be immunized at the applicant’s or employer’s own expense:  

o Measles, Mumps, Rubella (MMR) 
o Varicella 

 Code of Conduct Agreement 
 

Reappointment Applications 

 $40 check made payable to Norton Healthcare 

 Consent and Release form 

 Current proof of professional liability insurance, or other insurance provided by 
employer, which covers the personnel in performing the research services in NHC 
facilities with minimum limits in the amount of $1,000,000 per occurrence, and 
$3,000,000 aggregate. 

 Background check authorization 

 TB test result within the past year 
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Credentialing for Students 
Students who are associated with programs, schools or institutions with a current clinical 
affiliation agreement in place with NHC will not require any additional credentialing to 
participate in research, as long as they are in compliance with, and operate within the scope of 
the agreement.  Students who are associated with programs, schools or institutions that do not 
have a current affiliation agreement in place will require credentialing based on the proposed 
research activity to take place in NHC facilities.   
 
Credentialing for Nursing Faculty 
All nursing faculty with an academic appointment in an institution or department with a 
current clinical affiliation agreement in place with NHC will not require any additional 
credentialing to participate in research, as long as they are in compliance with and operate 
within the scope of the agreement. Verification of completion of the nurse applicant’s own 
institutional credentialing process should be available upon request.  Nursing faculty associated 
with institutions or departments that do not have a current affiliation agreement in place will 
require credentialing based on the proposed research activity  
 
Credentialing for External Research Monitors 
All external research monitors who will be viewing protected health information of NHC 
patients via our electronic medical records systems will need to obtain the appropriate 
privileges.  Monitors will be required to complete the necessary Information Security (IS) 
forms.  These forms can be obtained from the NHORA.  Once forms are completed they 
must be returned to the NHORA at NHORA@nortonhealthcare.org at least 7 business days 
before the monitoring visit.  These forms will be forwarded to HIM and IS for processing.  A 
temporary user id and initial sign on password will be set up and provided to the monitor.  On 
the day the monitor is visiting, IS will activate the user and inactivate the user at the end of the 
review.  HIM will run weekly audits to generate reports of what records the monitor accessed.  
The research coordinator must provide HIM with a list of patients enrolled in the study being 
monitored within 48 hours of the monitoring visit.  If there is a discrepancy, appropriate 
management and staff will be notified.  Please contact the NHORA for information and/or to 
request the necessary forms.   

mailto:NHORA@nortonhealthcare.org
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Required Research Training 
 

Any researcher performing research on human subjects is required to have adequate human subjects 
protection training.  In conjunction with IRB training requirements, NHORA requires 
documentation of completion of the Collaborative Institutional Training Initiative, Group 1, 
Biomedical Research Investigators and Key Personnel, at, www.citiprogram.org. The CITI Refresher 
courses and other IRB approved courses are accepted for biennial human subjects training once the 
initial CITI course is successfully completed. The NHC affiliation to this program is through the 
University of Louisville, or Western IRB, depending upon the IRB used. 

 
 

Additionally, if the University of Louisville IRB is the IRB of record, investigators are required to 
have certification of University of Louisville provided training concerning the Health Insurance 
Portability and Accountability Act of 1996 (HIPAA) that ensures privacy of protected health 
information. 

http://www.citiprogram.org/
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Disclosure of Financial Conflict of Interest 
 
Conflicts of interest in research occur when one or more researchers have a significant 
financial interest in their proposed research.  Significant financial interest does not refer to 
receiving funding to cover the costs of conducting research.  A conflict of interest exists when 
an independent observer may reasonably determine that the significant financial interest may 
affect or appear to affect the design, conduct, management or reporting of the research.  
Norton Healthcare requires full disclosure of any financial arrangements or other benefits that 
investigators and key personnel have in relation to research studies, funded or non-funded, in 
which they participate, whether it is in the form of items, grants, other funds, contracts, 
ownership, investments or otherwise.   Covered by the Financial Disclosure of Significant 
Financial Interest policy are the investigators and all other key personnel involved in the 
treatment or evaluation of a research subject.  Each person is defined to include their spouse, 
dependent children, and partnership interests.  

 
Financial conflicts of interest are reviewed in the following manner: 
 

 Non-Norton Healthcare employed researchers who are not affiliated with the 
University of Louisville and submit to WIRB will answer questions regarding 
financial conflicts of interest as part of the WIRB application form. 

 U of L research personnel Financial Disclosures will be verified by the NHORA 
with the U of L Office of Research Integrity’s records to ensure that all documents 
are current. 

 
A person identified as having a conflict of this nature must submit a conflict 
management plan to the NHORA.  The NHORA will forward this to the Norton 
Healthcare Financial Conflict of Interest Committee.  This committee has 
representation from the NHORA, Norton Healthcare Corporate Compliance and the 
Norton Healthcare Legal/Risk Management Department.  The management plan 
should provide information that shows that the conflict of interest is being managed in 
such a fashion that the researcher’s bias is removed from the management of the study.  
Norton Healthcare reserves the right to take necessary action and/or terminate the 
research being conducted in its facilities for non-disclosure of financial conflicts of 
interest.   
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6. HIPAA AS IT PERTAINS TO RESEARCH AT NORTON 
HEALTHCARE 
 

The HIPAA Privacy Rule  
 
The Health Insurance Portability and Accountability (HIPAA) Privacy Rule regulates how 
protected health information (PHI) may be used and disclosed for research purposes. HIPAA 
requires that notice is given to patients on the use and disclosure of PHI.  However, patients 
whose records are accessed for screening or other feasibility investigations have not consented 
to participate in research or given authorization to release PHI.  The process to gain access to 
PHI without authorization from the research subject is either through a waiver of 
authorization or through preparatory to research activities. 
 
A waiver of research participants’ authorization for use or disclosure of information must be 
approved by the Privacy Board/IRB through full board or expedited review procedures.  The 
composition and operation of a Privacy Board for research are similar to those governing an 
IRB.  
Both the UofL IRB and WIRB serve as Privacy Boards that approve waivers of authorization 
in accordance with the HIPAA privacy rule for NHC. 
 

Preparatory to Research 
 
Often in order to design a research protocol for IRB review or a research grant proposal, an 
investigator may need access to medical records and other patient PHI preparatory to research.  
The HIPAA Privacy Rule restricts the use of PHI in activities preparatory to research defined 
as: 
 

 Developing a research question 

 Determining the feasibility of the study (e.g. are there adequate numbers of potential 
subjects in this patient population?)  

 Developing appropriate inclusion and exclusion criteria  

  
This may be done at NHC through Health Information Management (HIM).   An investigator 
may have access to these records before IRB submission if he or she agrees to the following: 
 

 The research will only be used for the purposes of preparing a research protocol 
for IRB review or grant proposal for preparatory research activities listed above 

 Only the PHI that is necessary to prepare a research protocol or grant proposal for 
the activities listed above will be used 

 The data obtained through these activities will not be removed from the NHC 
protected entity under the HIPAA privacy rule.   

 The data will not be disclosed to anyone outside of the NHC protected entity 
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Recruitment of Research Subjects with a Partial Waiver of Authorization 
 
Once IRB and NHORA approvals have been obtained, study screening and recruitment may 
begin with the appropriate HIPAA-compliant tools.  At the time of screening, the potential 
research subject has not consented to participate in research or given authorization to release 
protected health information.  Therefore, a partial waiver of authorization must be utilized to 
allow the review of patient PHI in the screening and recruitment of potential research subjects.  
NHC requires that the partial waiver be filed in the patient’s medical record if such a patient 
record would not otherwise be accessible by the investigator in his or her routine professional 
practice. This serves as a record of who has accessed this patient PHI and for what purpose.  
For the IRB to approve such a waiver, the investigator will be required to state why the 
research could not be conducted without access to the PHI, who will access this information, 
and how patient identifiers will be destroyed after subject recruitment. 
 

The Complete Waiver of Authorization 
 
Where a partial waiver of authorization is utilized for the sole purpose of screening patients, a 
complete waiver of authorization allows for use and disclosure of PHI when there is no 
patient authorization.  This would be applicable for research involving retrospective record 
reviews that do not involve interaction with subjects.  The research must satisfy the following 
criteria:  
 
1. The use or disclosure of protected health information involves no more than 

minimal risk to the privacy of individuals. 
a. There is an adequate plan to protect the identifiers from improper use and 

disclosure. 
b. There is an adequate plan to destroy the identifiers at the earliest opportunity 

consistent with conduct of the research, unless there is a health or research 
justification for retaining the identifiers, or unless retention is required by law. 

c. There are adequate written assurances that the protected health information 
will not be reused or disclosed to any other person or entity, except as required 
by law, for authorized oversight of the research project, or for other research 
for which the use or disclosure of protected health information would be 
permitted. 

2. The research could not practicably be conducted without the waiver or alteration. 
3. The research could not practicably be conducted without access to and use of the 

protected health information. 
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The HIPAA Research Authorization 
 
The HIPAA authorization is used to obtain a subject’s permission to use and disclose their 
protected health information for the research project/study. The Privacy Regulations require a 
certain level of specificity. General authorizations that are not study or protocol specific are 
not permitted.  The University of Louisville Privacy Board and IRB requires that this 
authorization be a separate document in addition to an informed consent document.  The 
Western IRB requires that the authorization language be included within the informed consent 
document. 
 
This authorization requires specific answers to the following questions: 
 

 What information about you may be used or given out in the research study? 

 From who or where can we get information about you? 

 Who may see your health information? 

 Why will this information be used and given out? 

 Is your health information protected after it has been given to others? 

 What if you decide not to give your permission to use and give out your health 
information? 

 May you withdraw or cancel your permission? 

 Does this authorization have an end date? 

 Have you given up any legal rights by signing this form? 
 

Please contact the IRB of record for suggested language and authorization templates. 

 
Documentation of Disclosure 
 
The HIPAA Privacy Rule gives individuals the right to receive an accounting of disclosures of 
PHI made by a covered entity.   For disclosures of PHI for research purposes without the 
individual’s authorization in which a partial or complete waiver is used, NHC requires the 
appropriate waiver to be filed in the individual’s medical record chart for accounting purposes 
at the time the disclosure was made. 
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7. INFORMED CONSENT  
 
The Informed Consent Process  
 
Unless a waiver is granted by the IRB of record, the PI is responsible for ensuring that, prior 
to any study activity, each subject participating in research in a NHC facility signs the current 
IRB-approved Informed Consent Form (ICF)The ICF must be obtained in accordance with 
applicable law and regulation, and be kept in the official NHC medical record.  The ICF 
process must be clearly documented in the medical record and research record and contain the 
components set forth in 21 CFR 50.  
As mandated in the Code of Federal Regulations, the ICF: 

 Ensures that potential study participants are given an adequate description of the 
benefits and risks associated with their study participation.  

 Provides the potential subject with the information needed to reach a decision on 
whether or not to participate in a research study.  

 
The ICF and the Research Authorization may or may not be combined into a single 
document.  However, without a signed Research Authorization any data collected cannot be 
used or shared. 
 
Procedure 
 
1. Prior to beginning a study involving human subjects, it is essential to obtain the informed 

consent of the person or his/her authorized representative. Informed consent is an 
expression of the willingness of a person to participate as a subject in research.  To be 
effective, the consent must be freely given, without coercion, and must be based on a clear 
understanding of the nature and purpose of the study and what will be required of the 
subject to participate. 
 
The discussion with the potential participant by the researcher should include the purpose 
of the research, the procedures to follow, and all known discomforts, risks, benefits (both 
short and long-term), any costs to the subject, Conflict of Interest information, and release 
of information for billing compliance.  The signing of the consent document should signify 
that thorough discussion has taken place and will continue to take place during the conduct 
of the study.  Informed consent is an ongoing process throughout the subject’s 
participation in the study.  
Subjects being asked to participate in diagnostic or therapeutic studies should be informed 
of alternative choices for diagnosis or treatment.  All subjects should know if their 
treatment is to be determined by random selection and if placebos are to be used.  No 
information should be withheld that might influence the subject’s decision; nor should 
there be promise of beneficial results.  The subject should feel at liberty to refuse to take 
part in the study, or to discontinue participation at any time, without prejudice to present or 
future care.  
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2. The same principles that pertain to obtaining informed consent from subjects should also 
be applied by researchers in making a request for consent from parents, next-of-kin, or 
legally authorized representatives of those persons unable to give informed consent due to 
minor age, physical incapacity or cognitive impairment. In such cases, the IRB of record 
will determine if a subject advocate is allowed.  The subject advocate is expected to act in 
the best interests of the subject by sharing in discussions with the researcher and with those 
responsible for giving consent.  Although minors are unable to give informed consent for 
themselves, the IRB may determine that children of seven (7) years or older should 
participate in the consent process by giving their assent to join the study.  

 
3. An individual’s willingness to take part in a study must be documented by the written 

consent form, as determined by the IRB of record, or if approved by the IRB, by short 
form or oral consent and noted in the subject’s medical and research record. 

 
4. There must be no coercion and care must be exercised to avoid any appearance of coercion 

used to induce subjects to take part in or remain in a study.  This is especially important if 
the subject is in a dependent relationship to the researcher or if monetary rewards are 
offered for participation.   

 
5. Non-English speaking subjects must be given a certified translated ICF that is approved by 

the IRB of record.    For additional information regarding the informed consent process 
with non-English speaking subjects, please contact the IRB of record. 

 
6. Illiterate subjects can agree to participate by “making their mark” on the ICF, as long as it is 

consistent with applicable state laws and is not prohibited by the IRB of record. 
 
7. Under very specific circumstances, the IRB of record may waive the requirements of the 

Informed Consent. (DHHS 45 CFR 616.116) 
 
8. The original subject informed consent, HIPAA authorization, and assent form (if 

applicable) shall be retained in the investigator’s research files, and a copy shall be given to 
the research subject.  A copy of these documents must be filed in the subject medical 
record (if applicable) at the time of consent.  It is important that a copy, and not the 
original, be filed in the subject medical record, as it is NHC policy to shred all hard copies 
of medical record documents 30 days after being scanned in the electronic record. An 
investigator will have two (2) weeks from the time of consent to sign these documents.  
Because of this two-week grace period, NHC accepts the filing of the informed consent 
documentation in the medical record without the investigator’s signature, but the form 
must contain the signatures of the subject and the person obtaining consent. 
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Waiver of Informed Consent 

 

In some specific instances, an IRB may waive the requirement for informed consent in 
accordance with 45 CFR 46.116(d).  The IRB must be able to determine and document that 
the study meets the criteria for waiver of informed consent.  The investigator must provide 
protocol specific written justification for the request to waive informed consent.   
The CRF 46.116(d) states:  

 
An IRB may approve a consent procedure which does not include, or which alters, some or all 
of the elements of informed consent set forth in this section, or waive the requirements to 
obtain informed consent provided the IRB finds and documents that: 
 
1. The research involves no more than minimal risk to the subjects; 
2. A waiver will not adversely affect the rights and welfare of the subjects; 
3. The research could not be practicably carried out without waiver or alteration; and 
4. Where appropriate, the subjects will be provided with additional pertinent 

information after participation.  



37 
Version 12-9-2011 

8. NORTON HEALTHCARE FACILITY USE FOR RESEARCH 
 

Research Registration 
 
All research subjects arriving in a Norton Healthcare facility for an outpatient study procedure 
must utilize the Registration/Centralized Scheduling Form for Research (Attachment F) at the 
time of registration.  With this form, the registrar is able to alert the NHORA that a research 
activity has taken place, or will take place, which then allows for proper billing.  This applies to 
procedures for which a research study is responsible for the payment, as well as all procedures 
associated with ancillary services for research at Norton Healthcare. 

 
Norton Healthcare Pathology  
 
All specimens released for research purposes from NHC Pathology must be accounted for and 
documented.  All research protocols requiring specimen collection must have NHORA 
approval prior to the release of any specimens.   The following procedures are required for 
specimen release at Norton Healthcare: 

 

 Upon receipt of a new application for specimen research to be conducted in 
Norton Healthcare, the NHORA will provide a copy of the protocol to the 
Pathology department for their review.  

 The Pathology department may be contacted to clarify all concerns raised during 
the NHORA review. 

 Upon study approval, the NHORA signs the Application for Release of 
Laboratory Specimens for Research (release form, Attachment G) and sends a 
copy to the researcher and to the pathology department.  

 Prior to subject enrollment, the researcher contacts the Pathology department to 
schedule an appointment to discuss the study details.  

 Specimen study activity must be reported to the NHORA monthly by Pathology 
and appropriate invoices or journal entry transfers shall be generated. 
 

Norton Healthcare Pharmacy Use for Research 
 
If a Norton Healthcare pharmacy is required for the storage, handling, or dispensing of drugs 
for research, the Principal Investigator is responsible for contacting NHORA. NHORA will 
ensure that the appropriate pharmacist has the protocol for review. Many protocols call for 
labor- intensive activity in the pharmacy, and a pharmacy manager or director should always be 
included in the pre-study meetings and discussion.  Pharmacy fees should always be discussed 
and negotiated with the pharmacy before the study begins.  The NHC Pharmacy must approve 
the study prior to NHORA approval. Pharmacy activity is reported to the NHORA monthly 
and appropriate invoices or journal entry transfers shall be generated. 
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Norton Healthcare Imaging Services  
 
For all research studies requiring an imaging service, or exam report, the NHC Imaging Service 
Department (radiology) must be contacted prior to the procedure.  This requirement must be 
specified on the BCT at the time it is submitted to the NHORA (See Section 11).  There is a 
fee associated with all electronic radiology and imaging studies copied to CDs.  It is also 
important to give specific instructions to Imaging Services Department regarding protected 
health information contained on the CD.  Study activity is reported to the NHORA monthly 
by Radiology and appropriate invoices or journal entry transfers shall be generated.  Please 
complete the Radiology Request Form (Attachment H). 
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Data and Tissue Biorepositories in NHC Facilities  
 
IRB Oversight 
The Office of Human Research Protections (OHRP) defines Human Tissue Biorepositories as 
an entity that collects, stores, and distributes human tissue materials for research purposes. 
Biorepository activities involve three components:  
 
1. The collectors of tissue samples 
2. The biorepository storage and data management center 
3. The recipient investigators.  
 
All data and tissue biorepository activities are subject to IRB oversight.  Only an IRB may 
determine if the biorepository activities: 
 
1. Meet the regulatory definition of human subjects research and are subject to the 

IRB requirements set forth in 45 CFR 45 (“The Common Rule”) 
2. Meet the definition of human subjects research but are exempt from the regulatory 

requirements in 45 CFR 45 (“The Common Rule”) 
3. Do not meet the regulatory definition of human subjects research  
 
The collection and storage of data and/or tissue is considered to be research when: 
 
1. The data and/or tissue collected prospectively or retrospectively will be shared by 

multiple investigators, used repeatedly, or stored for future research; or 
2.  Excess research tissue or data that were collected a part of an IRB-approved 

protocol will be stored for multiple future research used by multiple investigators.  
The prospective collection and storage of data and/or tissues for defined research 
purposes as part of a single IRB-approved protocol is not considered Research 
Biorepository. 

 
HIPAA Protections 

 
The Privacy Rule places conditions on the use of disclosure of PHI by covered entities for 
research.  The creation of a research database or repository, and the use or disclosure of PHI 
from a database or repository for research, may each be considered a research activity under 
the HIPAA Privacy Rule.  The Privacy Board must examine the pathway by which the tissue 
enters and exits the repository (i.e. is there PHI entering and exiting the repository?) and 
therefore determine the appropriate actions for the use of the data.   
The following schematic gives examples how data and/or tissue may enter or exit the 
biorepository:   
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Pathways Into the Biorepository Pathways Out of the Biorepository 
 
 
 
 
 
 
  
 
 
.   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
Norton Healthcare Oversight 
 
The proposed data and tissue biorepository activities in a NHC facility must be submitted to 
the NHORA in addition to the IRB, just as a standard research study submission.  The 
NHORA and the NHC Legal/Risk Department will make the determination if a Data Use 
Agreement is needed between the holder of the data and/or tissue and the recipient.   
 

De-Identified Data 

De-Identified Sample, 
or “scrap” following 
treatment 

De-Identified Sample 
greater than Treatment 
required pursuant to 
Informed Consent  

Deposit pursuant to 
Informed Consent  
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pursuant to 
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Identifiable Deposit 
pursuant to 
Authorization & 
Informed Consent as 
part of Integrated 
Research Study  

 
 

The 
Biorepository 

De-Identification 

Re-consent &  
Re-authorization 

Limited Data Set 

Waiver of Consent 
and Authorization 
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The Norton Technology Assessment Committee (TAC) 
 
The Norton Technology Assessment Committee (TAC) reviews all new medical technologies 
entering all Norton facilities that impact the supply budget by at least $5,000.  This includes 
new devices approved by the FDA, new uses for existing devices, and existing technologies 
new to NHC.  TAC is comprised of physician members, the Senior VP and CFO, and 
representatives from Materiel Management and Reimbursement.   
 
Research devices given the Investigational Device Exemption (IDE) or 510(k) clearance by the 
FDA do not need to be reviewed by TAC if the device is supplied by the sponsor.  
Humanitarian Use Devices (HUDs) approved by the FDA under the Humanitarian Device 
Exemption (HDE) are not considered research (see Section 3), and are therefore often not 
supplied by the sponsor.  TAC must be notified in the case of these HUDs.  If TAC 
involvement is necessary, investigators are encouraged to contact TAC before submission to 
the NHORA and IRB.  Investigators must also re-submit their new technology to TAC once 
the research is completed if the device will be used for non-research purposes in a Norton 
facility.   
 
 

Biomedical Engineering 
 
For every study that uses investigational equipment or has equipment that is being provided by 
a study sponsor, the NHORA completes the biomedical engineering form for their review.  
The NHORA works with the biomedical engineering department to ensure that all equipment 
intended for human subject contact has been inspected and is approved for use.   
 
If any equipment is deemed unsafe or is not up to current medical standards, a notification will 
be forwarded to the research program as well as NHC risk management.  Any equipment that 
is labeled “out of service” by the biomedical engineer will be moved to their area until it has 
been repaired or brought up to code.     
 
Refer to the contact information to find the appropriate person at each NHC facility. 
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9. HEALTH INFORMATION MANAGEMENT 

 

Access to Protected Health Information (PHI) 
 
NHC Health Information Management (HIM) will not release medical records for research 
purposes without proof of IRB approval, documentation of authorization or waiver of 
authorization per HIPAA, and NHORA approval.  The following process must be followed 
for access to patient PHI through HIM: 
 

 All approvals are obtained  

 HIM personnel verifies all appropriate approvals are accurate and active, and that all 
those viewing the PHI have been approved to do so 

 Researcher is responsible for presenting all appropriate approvals and waivers to HIM 
personnel 

 HIM will pull the requested medical records within their specified time frame, and 
notify the researcher when the records are ready for review 

 
If NHC medical records are needed for research purposes and the research is being conducted 
outside of NHC facilities, the requests will need to be sent to HIM with the following 
documentation: 
 

 Proof of IRB approval 

 Signed Informed Consent Form of patient whose medical records are being requested 

 Signed Authorization for the release of medical records 
 

Electronic Access to PHI 
 
All personnel accessing electronic medical records for research purposes must do so under an 
IRB and NHORA approved protocol.    All non-Norton research staff requiring electronic 
access to PHI for research must have the appropriate NHC credentials (see Section 5), be 
approved research personnel, and have an individual user ID and password. 
 
Data Queries 
 
For de-identified data queries, PHI is not disclosed.  The data extraction is completed by the 
covered entity, and the information is no longer covered by the Privacy Rule.  If the 
information has been de-identified according to the Privacy Rule, it may be used or disclosed 
without limitation.  De-identified data may also be released if the data has been de-identified 
by an expert who can determine and document, using generally accepted statistical and 
scientific principles and methods that there is only “very small” risk that information in a data 
set could be used to identify the subject.    For identifiable data queries such as preparatory to 
research activities (see Section 6) the request must be submitted to HIM. 
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Medical Record Documentation 
 
Investigators are responsible for placing a copy of the following items, however applicable, 
with each medical record of all research subjects:  
 

 The signed informed consent and documentation of the informed consent process 

 The assent  

 The HIPAA Research Authorization 

 Complete and/or partial waivers of authorization  
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10. CLINICAL TRIAL AGREEMENTS  
 

Sponsored Research 
 
For all research involving outside funding and/or a sponsor, a fully executed contract is 
required between the sponsor and the researcher’s covered entity.  NHORA approval will not 
be given and the study may not commence until the NHORA receives a copy of the fully 
executed agreement.   
 

Cooperative Group Research 
 
Principal Investigators usually have in place a Master Purchase Service Agreement or a Master 
Agreement between the sponsoring cooperative group and the institution that employees the 
PI.  For research in which the PHI is not a NHC employee (i.e. UofL, private practice), a fully 
executed copy of the cooperative group agreement must be provided to the NHORA prior to 
study approval of any project sponsored by the cooperative group.  Renewals, annual or 
otherwise, must be submitted to the NHORA at the time they are approved.   

 
Letter of Indemnification 
 
NHC requires indemnification from the sponsor of a study. 
 
If Indemnification is provided to the PI in the Clinical Trial Agreement and NHC is not a 
party to that agreement, then this indemnification may occur through a Letter of 
Indemnification (LOI), a Facility Use Agreement or including NHC as a party to the original 
agreement. 
 
NHORA will forward all agreements to NHC Legal/Risk Management Department for review 
and will not issue final study approval until agreements are fully executed. 
 

Research Related Injury Language 
 
Clinical Trial Agreements will also be reviewed for language pertaining to treatment for 
research- related injury.  It is the responsibility of the institution in which the research is being 
conducted to ensure that such language in the clinical trial agreement does not conflict with 
language given to the subject through the informed consent process.   It is a requirement that 
the informed consent document states what treatment and reimbursement is available to the 
subject in the case of a research related injury. Subjects must also be informed if research 
related injury will be billed to the subject, subject’s medical insurance or is covered by the 
research program (mutually exclusive). Nothing shall require Norton, as a condition of 
payment under this section, to bill or submit claims to any third party payer in a manner that 
would violate laws, regulations or billing rules applicable to Norton. 
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11. FINANCIAL MANAGEMENT OF RESEARCH 

  
NHC is committed to sound financial management in all aspects of its operations and must 
adhere to and enforce the governing rules and regulations as dictated by current law.  The 
protocol schedule of events signed and dated by the PI and BCT aid NHORA in fulfilling this 
requirement.  The cost of any service provided solely for research purposes must be covered 
by the research program or the study sponsor.  Furthermore, any amount listed as payment for 
a specific service in a study budget must be forwarded to the hospital provider as payment for 
that service. Finally, items that are stated as being provided at no cost to the patient or their 
insurance carrier in the informed consent form will be billed to the research program.  
 

Release of Financial Data 
 

NHC will allow the release of financial data that is already within the public domain, which 
includes utilization information, charge information, and Medicare patient charge and cost 
information.  However, NHC will not allow the release of cost information or reimbursement 
information as it relates to any non-Medicare patients such as private payer or self-patients.  
All requests for financial information must be submitted and approved by Vice President, 
Planning and Business Analysis or Vice President, Finance. 
 

Pricing of Research Services 
 
In order for a rate to be offered for research services, a budget for each research study 
conducted at NHC must be submitted to the NHORA for review.  A rate will be approved 
based on the cost of the item and the budget that is submitted to the NHORA.  The final 
budget must reflect the rate provided by the NHORA. Patient activity must be reported to the 
NHORA. Real-time notification to the NHORA will ensure claims are billed appropriately to 
Research Program or Third-Party Payors. 
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Research Patient Reporting 
 

Research subjects being enrolled in any NHC facility must be identified as such to the NHORA on 
the date of enrollment in the research study.   The investigator, or their designee, must notify the 
NHORA of all research subjects via the Research Patient ID Form (or REVEAL for those 
with access) within 48 hours of the service date for hospital activities and within 24 hours of 
the service date for physician activity. The Research Patient ID Form will be given to the 
research team upon study approval and is study specific. If a hospital service date is not 
applicable, all research subjects must still be recorded on the Research Patient ID Form.  
Adherence to the time limits helps to ensure compliance with the regulations governing billing 
for clinical research. Non-compliance will be included in audit reports generated by the 
NHORA. The NHORA will always accept initial notification via email or phone so that we 
may hold the claim in the system until the Research Patient ID Form (or REVEAL report) is 
submitted. For all studies, it is imperative that subject activity be reported to the NHORA as 
soon as possible. Real-time notification to the NHORA will ensure claims are billed 
appropriately to Research Program or Third-Party Payors.  
 
For studies that involve inpatients, surgical procedures or devices, the investigator or their 
designee should notify the NHORA as soon as the procedure date is scheduled.  A copy of the 
insurance pre-certification letter, or other documentation of the subject’s insurance 
authorization to perform the procedure prior to the scheduled date, should also be submitted 
to the NHORA.  
 
For studies that involve outpatient procedures specific to the research study, the research 
registration form (Attachment F) must be utilized. This form must be brought to registration 
with the patient at the time of service to ensure proper billing of the claim.  

 
Research Accounting Units (AUs) 
 
The NHORA manages the finances and the general ledger (GL) for all research conducted at a 
NHC facility or by a NHC-employed physician.  This is designed to assure appropriate use of 
all money generated by research studies and programs within Norton Healthcare, Inc.  All 
revenues and expenses associated with a specific study will be housed in a single AU on the 
GL system.  
 
Once the research study receives NHORA approval, an AU number will be assigned. 
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Fees to Conduct Research in Norton Healthcare 

 
The NHORA does assess a review fee for any funded study that is conducted within a NHC 
facility. 
 
Pharmacy 
 
Each facility has a pharmacy contact for research. These charges will be invoiced to the 
investigator by NHORA each month. Fees vary for each service and can be waived if the study 
is not funded, upon approval by the pharmacy department  
 
Pathology 
 
A Specimen release form (Attachment G) must be completed for each study that requires a 
service from pathology, to include the number of each item or service requested. Once 
completed, the specimen request is sent to the NHORA office. After the NHORA office 
approves the request, it is sent to pathology. The NHORA calculates the total charges for 
service. These charges will be invoiced to the investigator by NHORA each month. Fees vary 
for each service and can be waived if the study is not funded, upon approval by the pathology 
department. 
 
Radiology 
 
Each facility has a radiology contact for research. If the protocol requires copies of radiological 
exams, then the researcher must submit the radiology request form to the appropriate radiology 
contact prior to the procedure. Those exams will be copied to a CD. The radiology request 
form (Attachment H) is sent to the NHORA by radiology when the CD is completed. The 
NHORA calculates the total charges for service. These charges will be invoiced to the 
investigator by NHORA each month.  
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12. COMPLIANCE EVALUATION PROGRAM (CEP) 
 
Any researcher conducting research within a Norton Healthcare Facility must follow the 
medical research policies and procedures as set forth in Norton Healthcare policies and 
procedures. The medical research policies reaffirm Norton Healthcare’s commitment to the 
ethical conduct of human research. The Compliance Evaluation Program was developed in 
order to ensure that researchers are adhering to the medical research policies. Compliance 
evaluations will be initiated under the following circumstances:  
 
1. Not-for-Cause:  part of a random selection of studies and programs for review by 

the NHORA 
 
2. For-Cause: review, when an occurrence of non-compliance is identified or 

reported.  
 
Any researcher conducting research within a NHC facility is obligated to allow the NHORA to 
evaluate his/her compliance. Failure to comply with research policies will result in corrective 
or disciplinary action.  
 
The evaluations will focus on compliance to NHC policies and adherence to human subject 
protection regulations for all those subjects enrolled in a NHC facility. 
 

Procedure 
 
1. NHORA will notify researchers via email that their study has been selected for review. 

This notice will be given two weeks prior to the evaluation.  
2. The evaluation will verify that the research being conducted is in compliance with NHC 

research policies. The evaluation may take one to two days depending on the study or 
program. The compliance evaluator will review all regulatory information for the study, as 
well as subject information (or a sample) for those subjects enrolled in the study from 
NHC.  

3. A preliminary written evaluation will be sent to the researcher within fifteen business days 
of completion of the compliance evaluation to allow the researcher to identify and correct 
any factual errors.  

4. A final report will be sent to the researcher within seven business days of receipt of 
response. 

5. The researcher will provide a written response to the final evaluation report within a 
specified time frame, if any deficiencies are noted.  

6. The evaluation report, along with the researcher’s response letter, may be sent to the PI, 
NHORA System Research Director and Compliance Director, the IRB of record, the 
NHC Corporate Compliance Office, VP of Clinical Research, and the System SVP, Chief 
Medical Officer of NHC. 

7. If necessary, disciplinary guidelines will be addressed based on the findings of the 
evaluation. Disciplinary actions, if necessary, will be addressed in relation to the severity of 
any findings of non-compliance. There are three levels of response by the NHORA.  
 
• If non-compliance is identified, the researcher must provide the NHORA with a 

Corrective Action Plan with the response letter.  The IRB may take separate action. 
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• If the researcher does not respond to concerns, or is consistently non-compliant, all 

research conducted by that researcher will be suspended at NHC and the IRB of 
record will be notified.  

 
• If the research activity continues after suspension, the NHC System SVP, Chief 

Medical Officer will send written notification of the breach of NHC policy to the IRB 
of record, the researcher’s chairperson and the Credentials Committee of the Norton 
facility at which the researcher has primary privileges. In addition, notification will 
indicate that the researcher’s authority to conduct research within NHC has been 
withdrawn as a result of this breach of policy. Notification may also be provided to 
OHRP and/or the FDA as appropriate. 
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NHORA receives notification via email of 

study submission if NHC is listed as a study 

site.  NHORA retrieves all study documents 

available in BRAAN2.

UofL IRB

NHORA will email researcher the NHORA 

Conditional Approval Letter upon receipt of 

study documents.

NHORA will review study documents for NHC 

compliance.

NHORA Approval granted upon receipt of 

resolved questions/issues, IRB approval, and 

final contract.

NHORA Submission Process –University of Louisville Principal Investigator

Upon completion of NHORA management 

review, any questions or issues will be sent to 

researcher for response.
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Researcher receives regulatory and financial 

documents from the sponsor.  Contact NHORA to 

complete Norton Healthcare Conflict of Interest form 

and credentialing requirements.  

NHORA 502-629-3501

Researcher must use Western IRB per Norton 

Healthcare’s FWA.

Send IRB-ready regulatory documents (IRB application 

and applicable study-specific documents) to NHORA at 

NHORA@nortonhealthcare.org for review.

Upon completion of NHORA review, any questions or 

issues will be sent to researcher for response.

Once all questions have been answered, NHORA will 

email the NHORA Conditional Approval Letter to the 

researcher. 

Note:  WIRB will not review a study submission with 

NHC as a facility without the NHORA Conditional 

Approval Letter.

Researcher will submit WIRB application and study 

documents, along with NHORA Conditional Approval 

Letter using the WIRB online submission website.

Final NHORA Approval granted upon receipt of 

resolved questions/issues, IRB approval, department 

specific approval, and final contract.

NHORA Submission Process – Community Principal Investigator
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JHSMH & NHC MULTI INSTITUTIONAL RESEARCH APPLICATION (MIRA) 
 

FOR OFFICE USE: JHSMH OR NHORA ASSIGNED TRACKING NUMBER _____________________________________ 

VERSION December 10, 2007 Page 1 of 2 

 
TITLE OF STUDY________________________________________________________________________________ 
_________________________________________________________________________________________________ 
_________________________________________________________________________________________________ 
 
NAME OF RESEARCH GROUP/PRACTICE ________________________________________________________ 
 
I. PRINCIPAL INVESTIGATOR OR PROJECT DIRECTOR  
 
Name___________________________________________ Employed By _______________________________________________ 
 
Address_______________________________________ Title ______________________________________________________ 
 
__________________________________________________ Email _____________________________________________________ 
 
_____________________________________________ Telephone Number _________________________________ 
 
Pager/Cell Number_________________________________  Fax Number____________________________________ 
 
 
II. PRIMARY CONTACT FOR BUDGET, BUSINESS AND CORRESPONDENCE (Complete if different from PI/PD) 
 
 
Contact____________________________________________ Employed By_______________________________________________ 
 
Address____________________________________________ Title______________________________________________________ 
 
___________________________________________________ Email_____________________________________________________ 
 
___________________________________________________ Telephone Number______________________________ 
 
Pager/Cell Number_________________________________  Fax Number____________________________________ 
 
III. PRIMARY REGULATORY OR CLINICAL CONTACT 
 
Contact_________________________________________ Employed By_______________________________________________ 
 
Address_________________________________________ Title_______________________________________________________ 
 
________________________________________________ Email______________________________________________________ 
 
___________________________________________  Telephone Number______________________________ 
 
Pager/Cell Number_________________________________  Fax Number___________________________________ 
 
 
IV. SPONSOR CONTACT INFORMATION (Complete if externally sponsored) ________ Check if Not Applicable 
       
Contact_________________________________________ Sponsor’s Name______________________________________________ 
 
Address_________________________________________ Contact Title_________________________________________________ 
 
_______________________________________________ Email_______________________________________________________ 
 
_______________________________________________ Telephone Number _______________________________ 
 
Pager/Cell Number______________________________ Fax Number______________________________________ 
 
 
IV. AGENCY (NIH) OR CONTRACT RESEARCH ORGANIZATION (CRO) _____ Check if funding will come from CRO  
                
 
Contact________________________________________ CRO/Agency Name___________________________________________ 
 
Address________________________________________ Title_______________________________________________________ 
 
_______________________________________________ Email______________________________________________________ 
 
________________________________________________ Telephone Number_________________________________ 
 
Pager/Cell Number_________________________________ Fax Number____________________________________ 

Attachment B



VERSION December 10, 2007 
 Page 2 of 2   

 
 
V.  CHECK EACH SITE WHERE YOU WILL BE CONDUCTING THE RESEARCH: 
 
Norton Healthcare Facilities   Jewish Hospital/St. Mary Elizabeth Healthcare Facilities 
 
___  Norton Hospital     ___  Jewish Hospital 
___  Kosair Children’s Hospital    ___  Frazier Rehab 
___  Norton Audubon Hospital    ___  Clark Memorial Hospital 
___  Norton Suburban Hospital    ___  Jewish Medical Center East 
___  Norton Physicians Practice    ___  St. Mary & Elizabeth Hospital 
      ___  Our Lady of Peace 
      ___  Jewish Hospital Shelbyville 
Other:  ________________________________________________________________________________________________ 
______________________________________________________________________________________________________ 
 
VI. CHECK ALL THAT APPLY IN EACH  QUESTION: 
 
1.  Multi-Center Study?  ___YES   ___NO   2.  Compassionate Use Study?  ___YES   ___NO 
 
3.  Will Subjects Be:  ___Inpatients?   ___Outpatients? 
 
4.  Do you expect more than 50 subjects will be screened?  ___YES   ___NO    If yes, where?   _____JHSMH    ______NHC 
 
5.  Initiator of Study            6.  Author of protocol 7.  Type of Study  8.  Funding Source(s) 
     ___Investigator                       ___Investigator                 ___Drug study               ___Industry 
     ___Sponsor/Industry              ___Industry        ___Device study               ___Foundation 
     ___Cooperative group            ___Cooperative group       ___Chart review               ___Internally Sponsored ULH 
                            ___Specimen study             ___Internally Sponsored U of L 
                            ___Clinical Trial                ___Internally Sponsored NHC 
                            ___Quality Improvement    ___Internally Sponsored JHSMH 
                     ___ Internally Sponsored Multiple Facilities 
                      ___NIH Grant 
                      ___NIH/Cooperative Group 
                                       ___Non-NIH Government 
 
VII. COMPLETE BILLING COMPLIANCE TABLE OR CHECK NOT APPLICABLE IF CHART REVIEW: 
 
 ____ NOT APPLICABLE            
    
VIII. PRINCIPAL INVESTIGATOR/PROJECT DIRECTOR –SIGNATURE REQUIRED FOR SUBMISSION: 

 
i I certify that, to the best of my knowledge, this proposal is scientifically sound, ethical, and respects and protects the rights and 

welfare of human subjects in research. 
i I certify the information contained in this application is complete and true, to the best of my knowledge. 
i I agree to adhere to the credential requirements of the respective site(s) at which the research will be conducted. 
i I agree to adhere to the Compliance Policies & Procedures and all billing practices of the respective site(s) where the research is 

being conducted, to comply with all regulations, not to bill any third party payer for items specifically reimbursed by the sponsor, 
and to conduct study within the guidelines of good clinical practice. 

 
NAME (PRINTED) ______________________________________________________________________________________ 
 
TITLE: ________________________________________________________________________________________________ 
 
 
SIGNATURE____________________________________________DATE:_________________________________________ 

 
PLEASE INCLUDE A COPY OF THE FOLLOWING ITEMS WITHS WITH MIRA: 

 
UofL IRB Review                                                              WIRB Review - in addition to the items listed on the left, include:          
IRB Application/Submission Form   Current Professional License for PI  
Informed Consent     CVs for PI and Sub-Investigator’s 
Research Authorization & Revocation  Human Subject Training Certification 
Complete or Partial Waiver, if applicable  HIPAA Training Certification 
Protocol      Investigator’s Brochure, if applicable 
FDA form 1572, if applicable   Signed investigator agreement for IDEs 
Scientific and Scholarly Merit Review  Device studies- submit one: FDA letter or sponsor’s letter 
Draft or final contract and budget      stating significant or non-significant risk 
Materials provided to subject (Advertisements, questionnaires, diaries) 
 

Attachment B



Draft Billing Compliance Table (BCT) created by NHRO in conjunction with the 
flow chart and draft consent form. Prepared on  

 
 

1 of 2 

Principal Investigator                  Protocol #                      NHRO#  ____                _ local subjects                        

Billing Contact         Email              Phone:                     NCT#____________      
Study Title:  
         

 
Service/Procedure “S” or “R” Payer/Bill To: Site of 

Service/Procedure 
 

Time Point 
 

Admin Use Only 
 

 
� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 

 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       
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Draft Billing Compliance Table (BCT) created by NHRO in conjunction with the 
flow chart and draft consent form. Prepared on  

 
 

2 of 2 

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

 
 

� Insurance 
� Research Program 
x Sponsor 
� Other       

x Hospital 
� Private Practice 
� UPA 
� Other       

  

Principal Investigator _                                     _      Protocol #                                         Prepared  by __________ 
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NHORA LEVEL I Research Activity Application  

In accordance with Norton Healthcare (NHC) policy, all research personnel must complete the applicable 
credentialing requirements before conducting research involving human subjects within NHC facilities.  
Subjects seen in our facilities are considered NHC patients, and therefore all NHC policies apply.  

 
Applicant Name      ______________________________________________ 
  
Research Program  ______________________________________________ 
 
Supervisor ____________________________________   Title___________________________________ 

 
 
Level I Access with No Patient Contact Requirements: 
   
 
Date                    Initials of NHORA Personnel 

 
____________         ________   Government-issued photo identification 
 
____________         ________  Documentation of school affiliation for students 
 
____________         ________   Documentation of TB test result within one year of application 
 
____________         ________   Completed IS security access request form (if necessary) 
 
 
Level I Access with Limited Patient Contact Requirements: 
 
____________         ________   Government-issued photo identification 
 
____________         ________  Documentation of school affiliation for students 
 
____________         ________   Documentation of TB test result within one year of application 
 
____________         ________   Completed IS security access request form (if necessary) 
 
____________         ________   Completed Sponsor Certification form 
 
____________         ________   Proof of current liability insurance  
 
____________         ________   Documentation of criminal background check within six months 
 
____________         ________   Signed current CV or resume 
 
____________         ________   Documentation of immunizations 
 
____________         ________   Received copy of NHC orientation packet 
 
I understand that LEVEL I research activity approval from the NHORA allows me to have access to 
Protected Health Information (PHI), and limited access to research subjects in NHC facilities under the 
supervision of a research sponsor and a clinical sponsor (if applicable).   I have been given a copy of the 
NHC orientation packet (applicable for Level I with Limited Patient Contact only and I understand that I 
am subject to all NHC polices for this activities.   
  
__________________________________________       ______________    
Signature of applicant                                                               Date 
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Norton Healthcare Office of Research Administration 
Research Credentialing Certification Form 

 
Applicant Name: ______________________  Title: ________________________________ 

Institution: ___________________________         Phone: __               ___________________ __ 

Department:  __________________________        Email: ________________________________ 

 
Scope of research responsibility: (Examples: Consenting research participants, administering questionnaires, recording data 
etc.,) 

__________________________________________________________________________________________  

__________________________________________________________________________________________ 

Certification  
 
1.    Yes        No   To your knowledge has this researcher ever been subject to any disciplinary action, such 
as violation of research integrity, falsification of data, voluntary or involuntary termination?  
*If yes, provide details. 
 
2.   Yes         No    Are you aware of any physical, mental condition or chemical dependency which would 
limit this researcher’s competency to perform research in his/her field? * If yes, provide details. 
 
 
 
Evaluation and Recommendation: 
This individual has demonstrated the skills and abilities to communicate and work with others, and performs 
duties while maintaining professionalism.  In addition, she has demonstrated to me the necessary research skills 
in the scope of research responsibility (noted above) for research credentialing at Norton Healthcare. I 
recommend/her without reservation. 
 
Research Sponsor Name:  ______________________    Title: ____________________________    
Signature_____________________________________ Date: ____________________________ 
                                  
 
 
I attest the photo ID presented to me is that of the above named applicant. 
 
Research Sponsor Name:  ______________________    Title: ____________________________    
Signature_____________________________________ Date: ____________________________ 
 
                                
 
 
 
I, on behalf of the Norton Healthcare Office of Research Administration, support the credentialing of the above 
named applicant at Norton Healthcare.  
 
NHORA Representative:  _________________________   Date:  ______________ 
                                                                                         
 
*Attach details from 1 & 2 above if response to either was yes. 
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Norton Healthcare Specimen Request for Research

Name of Requesting Agency or Physician:

Facility (Check all that apply):            ___Norton Hospital  ___Suburban Hospital ___Norton Brownsboro Hospital

                                                             ___ Audubon Hospital ___Kosair Hospital ___Kosair Children's Medical Center

Research Protocol or Intended Use:

IRB Expiration Date: IRB#: NHORA #: PI Name:

Requested Material Quantity 
requested

Fee per 
item

Total cost
Check here if no funding for Research

Processing fee 1 25.00$  $25.00 Pathology approval signature:
H&E slides $15.00
Unstained Slides $10.00 Bill Fees to: 

Paraffin Block $15.00 Name:
Special Stain Slide $45.00 Address:
Immunohistochemistry 
Stain $80.00 City:
Core Biopsy 25.00$  State: Phone:
Other:

Contact for Pick-
up (if different 
than Bill fees to)

TOTAL 0 25.00$   Name:
Additional comments: Address:

City:
State: Phone:

Patient Name: (If multiple specimens, please complete page 2):

Patient Specimen #: Date of collection:

Release Authorized by NHORA: Date:

Release Authorized by Pathology: Date:

I understand that this specimen/tissue/bone/blood product relayed to me is a potentially hazardous/infectious material.    
Blood borne pathogens may be present. These pathogens include, but are not limited to Hepatitis B Virus (HBV) and  
Human Immunodeficiency Virus (HIV).  Universal precautions should be used when transporting and handling this 
material.

I understand that there may be unknown and unforeseen risks related to the handling of this material, but I am willing
the possibility of those risks.  

Release of the requested material is approved for the use and purpose stated above.  Norton Healthcare is not 
responsible for any disease or infection that this material may cause.

Signature of Person Receiving Material: Date:

If this request is for the conduct of a research study, then the researcher must complete the top portion of this form
Fax this form to Norton Healthcare Office of Research Administration (502) 456-7199 or 

email to NHORA@nortonhealthcare.org.   NHORA Contact Phone Number (502) 456-7193

05/24/2010 Page 1 of 2
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Norton Healthcare Specimen Request for Research 

Patient Name Specimen #
Date of 

Collection Other notes

05/19/2010 Page 2 of 2
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Request for Radiology Exam Copies for Research  

08/27/09 

The researcher must complete the top of this form and submit to the NHORA for signature prior to request. 
This can be done via email to NHORA@nortonhealthcare.org or via fax 456-7199 

 
Study Contact Name_____________________________ Phone Number _______________________________ 

Research Protocol: ______________________________________________________________________________________ 

________________________________________________________________________________________________________ 

IRB # ________________    NHORA # ____________  P.I. Name _________________________________________________ 
 

_________________________________________       ___________________       IRB Approval expires ________________ 
Release Authorized by: (NHORA)        Date 
 
This release is authorized by the NHRO until the IRB expiration date listed above. The researcher should complete a new form 
for each study when the IRB approval is renewed each year. 
 

 

   Total   Bill Fees to  

Exam Quantity Fee Cost   Name:  

CT of ____________________    $ 25.00     Address:  
CT of ____________________    $ 25.00      City:  

CT of ____________________    $ 25.00     State:  

CT of ____________________    $ 25.00     Phone:  

MRI of ___________________    $ 25.00       

MRI of ___________________    $ 25.00      

MRI of ___________________    $ 25.00      

MRI of ___________________   $ 25.00     

XRAY of _________________    $ 25.00      

Other:    $ 25.00      
 
 
Patient Name:  ________________________________________________________________________________ 
 
Date of Exam: _________________________    NHC Facility ____________________________________________ 
 
PHI to be included on CD:   ____ Yes         ____  No 
 
Specific Instructions regarding PHI: ______________________________________________________ 
______________________________________________________________________________ 
______________________________________________________________________________ 
______________________________________________________________________________ 
______________________________________________________________________________ 
________________________________________________________________________________________________________ 
 
_______________________________________            ___________________ 
Completed by Radiology Department                                 Date 
 
 
____   Audubon Hospital                     ___   Kosair Hospital                  ___    Norton Hospital 
    
____   Norton Premier Diagnostic Imaging     ___Old Brownsboro Crossing       ___    Suburban Hospital 
   
 

Radiologist, please fax or email copy of form to NHORA when service is complete. 
Fax 456-7199 or email to NHORA@nortonhealthcare.org 
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