
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


11.0.0.20130303.1.892433
* Denotes a term or phrase explained in the Glossary section at the end of this document.
GENERAL INFORMATION
*Denotes a term or phrase explained in the Glossary section at the end of this document.
GENERAL INFORMATION
Principal Investigator and Department
Study Title
1. Is this is a clinical trial?
*
select one
If yes, is the study registered with ClinicalTrials.gov?
*
2. Is the radiation used in this study beyond standard of care?
select one
Yes
3. Does this study utilize agents that pose a significant risk to the health or the environment including recombinant DNA, gene
transfer to human, microorganisms, viruses, and biological toxins?
select one
These individuals are required to complete CITI training prior to participating in the conduct of research.
Does anyone name above have a conflict of interest?
select one
No
Not applicable
No
Not applicable
If yes, send email to Russ.Johnson@piedmont.org
N/A
No
Yes
4.  Are the services of Business Intelligence required?
Yes
select one
KEY PERSONNEL
* 
Name, credentials, and study role
No
Yes, explain below
conflict explanation:
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RESEARCH SITES
*
Select all that apply
Piedmont Athens Regional
Piedmont Atlanta
Piedmont Augusta
Piedmont Fayette
Elaborate/explain:
DRUGS 
This section to be completed for 
each
 drug administered as part of this research.  
Provide responses to queries below for 
additional drugs by including a supplemental document to be included with the submission
.
Is this a compassionate use
* 
request?
select one
Yes, see items 1-4 below
No, skip to Devices section
1. Permission from the drug manufacturer has been obtained for this proposed use - a letter of authorization (or email) to cross
reference the IND
* 
is sufficient.  Documentation is provided. 
2. A brief clinical history of the patient including the diagnosis, disease status, prior therapy, response to prior therapy, and the
rationale for requesting the proposed treatment is provided with this request. 
3. The proposed treatment plan including the dose, route, duration, monitoring procedures and modifications for toxicity are
included with this request. 
4. A proposal specific informed consent document is included with this request.
NOTE: If any of the above (1-4) are not true, this application is incomplete and cannot be reviewed by the PHCIRB .
Piedmont West
Piedmont Rockdale
Piedmont Physician's Group
Piedmont Newton
Piedmont Newnan
Piedmont Mountainside
Piedmont Georgia Lung
Piedmont Heart Institute
Piedmont Henry
Other, specify:
External sites/collaborators and contact info.
Does the external site have their local IRB approval?
EXTERNAL SITE /COLLABORATOR
departmental
private
Select all that apply
federal government
foundation
Grant
Corporate Contract
Gift
Other
None
FUNDING AND SPONSORSHIP
Yes - include approval in submission 
No - confirm reliance on PHCIRB required
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Is the drug FDA approved for the indication described in the protocol?
select one
Yes, provide FDA documentation
No, see IND waiver requirements
Both, differentiate drug categories 
below
Specify commercial and experimental drugs:
IND Number (when applicable)
IND holder
NOTE:
  When applicable, if the IND number is not referenced on the protocol or drug brochure, please be sure to provide FDA 
or sponsor correspondence referencing the use of the IND number for this study.
Drug Manufacturer
Drug Name (s):  Trade and Generic names
Is the Investigator's drug brochure included in submission?
select one
Not applicable
Yes
No, explain below
Explanation:
DEVICES 
This section to be completed for 
each
 device administered as part of this research.  
Provide responses to queries below for 
additional devivces by including a supplemental document to be included with the submission
.
Is this a compassionate use request?
select one
Yes, see items 1-5 below
No, skip to HUD section
1.  Permission from the device manufacturer or sponsor has been obtained for the proposed use - a letter of authorization (or 
email) to cross reference the IDE
*
 is sufficient.  Documentation is provided. 
2.  FDA concurrence with proposed use is included in this request. 
3.  A brief clinical history of the patient including diagnosis, disease status, prior therapy, response to prior therapy, and the 
rationale for requesting the proposed treatment is included in this request. 
4.  The proposed treatment plan is included in this request. 
5.  A proposal specific informed consent document is included with this request. 
NOTE:  I any of the above (1-5) are not true, this application is incomplete and cannot be reviewed by the PHCIRB.
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Is the device FDA approved for the use described in the protocol?
select one
Yes, provide FDA documentation
No, advise of IDE status below
FDA status:
IDE number (when applicable)
IDE holder
NOTE
:  When applicable, if the IDE number is not referenced on the protocol or device manual, be sure to provide FDA or 
sponsor correspondence referencing the use of the IDE number for this study.
Device manufacturer
Device name(s)
Device category
category A - investigational, innovation device, not previously approved
category B - non-investigational, proven technology, new application
Device risk assessment
 - provide FDA correspondence to support the determination below, when applicable
significant risk
non-significant risk
Is this an Humanitarian Use Device (HUD)
*
 study?
select one
Yes, see item below
No, skip to next section below
Is the HUD being used as part of a research project designed to collect data to support an FDA PMA 
application?
select one
Yes
No
FDA HDE Number
Device trade and generic names
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Include the following in support of the submission as appropriate:
HDE approval letter
description of device
HUD brochure
contraindications and/or warning for device use
product labeling
consent or information sheet
NOTE
:  If a consent form will not be used you are required to submit an Information Sheet.  See HUD and HDE IRB 
Requirements for additional information. 
STUDY POPULATION, RECRUITMENT, and REMUNERATION
Target population, select all that apply
females
males
prisoners
cognitively impaired
women of child-bearing potential
pregnant women
employees
students
economically or educationally disadvantaged
subjects whose 1st language is not English
Piedmont or affiliates patients
non Piedmont or affiliates patients
existing data or specimens
chart review only
Recruitment materials, if any
flyer
participant letter
physician letter
website
URL
radio ad
television ad
email
other, specify
NOTE: 
 if participants are to be compensated, the payment amount and schedule of payments must be spelled out in the 
informed consent document.
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for identification of eligible subjects
Explanation
No, explain below
Yes, provide charter and/or details
select one
Will the study data be reviewed by a Data Safety and Monitoring Board?
DATA AND SAFETY MONITORING
complete waiver - complete and include the Request for 
Alteration/Waiver of HIPAA Authorization form found 
on our website.
partial waiver - complete and include the Request for 
Alteration/Waiver  of HIPAA Authorization form found 
on our website.
form found on our website.
full - complete and include the HIPAA Authorization 
Authorization needed
not applicable, explain
conduct of study
PHI needed
 - select all that apply
PROTECTED HEALTH INFORMATION (PHI)
 and HIPAA
*
*
Describe how capacity to consent is assessed.
Describe the informed consent process, if applicable
waiver or alteration - complete and include the Alterations or Waiver of Informed Consent document form on our 
website
oral - complete and include the Request for Waiver of Documentation of Informed Consent document form on our 
website
written - see Basic and Additional Elements of Consent document on our website at www.piedmont.org/research/
research-eforms-and-systems
Consent type
INFORMED CONSENT
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How is electronic 
data secured and 
confidentiality 
maintained?
secure 
network
password 
protection
encryption 
systems
removal of 
PHI
other, 
specify
How is hard copy 
data secured?
locked office
locked file 
cabinet
other, specify
protection of privacy 
of subjects
private room
drawn curtains
other, specify
Specify:
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REQUIRED SUBMISSION ATTACHMENTS
 (as applicable to specific study)
new submission, as applicable
protocol
consent
lay summary
Investigator Assurances
HIPAA Authorization
Alteration/Waiver of HIPAA
Alteration/Waiver of Consent
Authorization Revocation
Supplemental materials
Drug Brochure
FDA correspondences
Device manuals
recruitment materials
Waiver of Documentation of Consent
SIGNATURE AND CERTIFICATION
Signature:  
This document may be signed electronically by the PI or his/her authorized representative in IRBNet. 
Your submission of this form certifies that this protocol met and continues to follow full compliance with the IRB-approved 
protocol, HHS/FDA regulations and the Piedmont Healthcare policies governing human participant research.  You also certify 
that the information contained on or within this form is accurate.
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GLOSSARY 
Clinical Trial
:  Any investigation in human subjects intended to discover or verify the clinical, pharmacological, and/or other 
pharmacodynamic effects of an investigational product(s), whether approved for marketing or not, and/or to identify any adverse 
reactions to an investigational product(s), and/or to study absorption, distribution, metabolism, and excretion of an 
investigational product(s) with the object of ascertaining its efficacy and/or safety. 
Clinical Trials.gov
:  A database of privately and publicly funded clinical studies conducted worldwide. 
Compassionate Use (aka Expanded Access): 
 FDA authorized use of an investigational drug (or biologic product) to treat 
patients with serious or life-threatening diseases or conditions who have no satisfactory or comparable alternative therapy to 
diagnose, monitor, or treat the disease or condition. 
DSMB (data safety and monitoring board):
  A formally appointed independent group consisting of at least 3 members 
assigned to conduct interim monitoring of accumulating data from research activities to assure the continuing safety of 
participants.  Membership should include expertise in the relevant field of study. 
HDE (humanitarian device exemption):
  Exemptions provided by the Food and Drug Administration (FDA) to allow the use 
and marketing of an investigational device that is “intended to benefit patients in the treatment and diagnosis of diseases or 
conditions that affect or are manifested in fewer than 8,000 individuals per year in the United States.” [21 CFR 814.3(n)]. 
HIPAA (Health Insurance Portability and Accountability Act):
  HIPAA is the Health Insurance Portability and 
Accountability Act, the federal law passed in 1996 that provides national standards and privacy protections for health 
information. It allows persons to qualify immediately for comparable health insurance coverage when they change their 
employment relationships. HIPAA establishes standards for privacy and security, unique health identifiers, as well as standards 
for Electronic Data Interchange (EDI). The two main goals of HIPAA are: making health insurance more portable when persons 
change employers, and making the health care system more accountable for costs, trying especially to reduce waste and fraud. 
[45 CFR §§ 160, 164]. 
HUD (humanitarian use device): 
A medical device intended to benefit patients in the treatment or diagnosis of a disease or 
condition that affects or is manifested in fewer than 8,000 individuals in the United States per year. [21 CFR 814.3(n)]. 
IDE (investigational device exemption):
  An IDE allows an Investigational Device to be used in a clinical study in order to 
collect the safety and effectiveness data required to support a Premarket Approval (PMA) application or a Premarket 
Notification submission to the Food and Drug Administration (FDA). [21 CFR § 812(c)]. 
IND (investigational new drug):
  An Investigational Drug or Investigational New Drug means a new drug or biological drug 
that is used in a clinical investigations or a biological product that is used in vitro for diagnostic purposes. [21 CFR § 312.3(b)] 
Key personnel
:  Individuals with significant roles in assisting the principal investigator in carrying out the research.  These 
persons will have contact with participants and/or their research data and identifiers for purposes of conducting a research study. 
This includes principal investigators, co-investigators, sub-investigators, research coordinators, and any other research team 
members who have contact with research participants and/or participants’ research data and identifiers. Individuals whose 
primary contact with the participants is in the context of clinical care, but offer no additional role in research, are not considered 
key research personnel. 
PHI (protected health information)
: Individually Identifiable Health Information that a Covered Entity transmits or maintains 
in electronic media, or in any other form or medium, excluding Individually Identifiable Health Information in records covered 
by the Family Educational Rights and Privacy Act (FERPA). 
Research Site
:  Where recruitment will occur, where the research will take place, where data collection will take place, where 
data analysis will take place and where data will be stored. 
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