












































































































































Fleming, Geoffrey   IRB #  131921 1 01/03/2014

504 Oxford House  Nashville, Tennessee  37232-4315
(615) 322-2918   Fax: (615) 343-2648

www.mc.vanderbilt.edu/irb

Vanderbilt University
Institutional Review Board

December 27, 2013                                                                                      

Geoffrey Fleming, M.D.
Pediatrics
5121 DOT       9075
 
RE:  IRB# 131921  "Assessment of Worldwide AKI, Renal Angina and Epidemiology" 

Dear Geoffrey Fleming, M.D.:

A sub-committee of the Institutional Review Board reviewed the research application identified above. 
The sub-committee determined the study poses minimal risk to participants, and the application is 
approved under 45 CFR 46.110 (F)(5).  Approval is extended for the Protocol version 1.0 dated 
10/28/2013. The informed consent process is waived in accordance with 45 CFR 46.116 (d).

As the Principal Investigator, you are responsible for the accurate documentation, investigation and 
follow-up of all possible study-related adverse events and unanticipated problems involving risks to 
participants or others. The IRB Adverse Event reporting policy III.G is located on the IRB website at 
http://www.mc.vanderbilt.edu/irb/.  

If this trial requires registration as a clinical trial, accrual cannot begin until this study has been 
registered at clinicaltrials.gov and a National Clinical Trial Number (NCT) provided.  Please provide 
the NCT# to the IRB as soon as it is obtained.  If an approval is required from an additional source other 
than the Vanderbilt IRB, this must be obtained prior to study initiation.  These approvals may include, but 
are not limited to CRC, SRC, IND, IDE.

Please note that approval is for a 12-month period.  Any changes to the research study must be 
presented to the IRB for approval prior to implementation.

DATE OF IRB APPROVAL:  12/27/2013 DATE OF IRB EXPIRATION: 12/26/2014

Sincerely,

Saralyn R. Williams, M.D., Vice-Chair 
Institutional Review Board
Health Sciences Committee #3

SRW/ag
Electronic Signature: Saralyn R Williams/VUMC/Vanderbilt : (84AAD8CEB7F3CC8D2F62D1AB9EBB2394)
Signed On:  12/27/2013 03:45:44 PM CST
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Office of Research

Office of Research Subjects Protection
BioTechnology Research Park

800 East Leigh Street, Suite 3000
P.O. Box 980568

Richmond, Virginia 23298-0568

(804) 828-0868
Fax: (804) 827-1448

TO:

Duane Williams  

Timothy Bunchman

Sabrina Minter

Duane Williams

Melissa Yopp

CC:  

FROM: VCU IRB Panel C

RE: Duane Williams ; IRB HM20000679  Assessment of Worldwide AKI, Renal Angina and Epidemiology (AWARE)

On April 7, 2014, the referenced research study was approved by expedited review according to 45 CFR 46.110 categories 3
and 5 by VCU  IRB Panel C.

This study involves children, and is approved under children’s category 45 CFR 46.404.

45 CFR

46.404

Research involving no greater than minimal risk to children, with adequate provisions for soliciting the assent of the

children and permission of their parents or guardians, as set forth in Sec. 46.408

Note: For children involved in this study, the IRB finds that the permission and signature of one parent is required.

The information found in the electronic version of this study’s smart form and uploaded documents now represents the currently
approved study, documents, informed consent process, and HIPAA pathway (if applicable). You may access this information by

clicking the Study Number above.

 

This approval expires on March 31, 2015. Federal Regulations/VCU Policy and Procedures require continuing review prior to

continuation of approval past that date. Continuing Review notices will be sent to you prior to the scheduled review.

If you have any questions, please contact the Office of Research Subjects Protection (ORSP) or the IRB reviewer(s) assigned to

this study. The reviewer(s) assigned to your study will be listed in the History tab and on the study workspace. Click on their name

to see their contact information.

 

https://irb.research.vcu.edu/irb/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[E06AC3BE949D8D4796284EF5BF4D7F29]]
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Attachment – Conditions of Approval 

 

Conditions of Approval:

In order to comply with federal regulations, industry standards, and the terms of this approval, the investigator must (as applicable):

1. Conduct the research as described in and required by the Protocol.

2. Obtain informed consent from all subjects without coercion or undue influence, and provide the potential subject sufficient
opportunity to consider whether or not to participate (unless Waiver of Consent is specifically approved or research is

exempt).
3. Document informed consent using only the most recently dated consent form bearing the VCU IRB “APPROVED” stamp

(unless Waiver of Consent is specifically approved).

4. Provide non-English speaking patients with a translation of the approved Consent Form in the research participant's first
language.  The Panel must approve the translated version.

5. Obtain prior approval from VCU IRB before implementing any changes whatsoever in the approved protocol or consent
form, unless such changes are necessary to protect the safety of human research participants (e.g., permanent/temporary

change of PI, addition of performance/collaborative sites, request to include newly incarcerated participants or participants

that are wards of the state, addition/deletion of participant groups, etc.).  Any departure from these approved documents
must be reported to the VCU IRB immediately as an Unanticipated Problem (see #7).

6. Monitor all problems (anticipated and unanticipated) associated with risk to research participants or others.

7. Report Unanticipated Problems (UPs), including protocol deviations, following the VCU IRB requirements and timelines

detailed in VCU IRB WPP VIII-7: 
8. Obtain prior approval from the VCU IRB before use of any advertisement or other material for recruitment of research

participants.

9. Promptly report and/or respond to all inquiries by the VCU IRB concerning the conduct of the approved research when so

requested.

10. All protocols that administer acute medical treatment to human research participants must have an emergency preparedness
plan.  Please refer to VCU guidance on http:/www.research.vcu.edu/irb/guidance.htm.

11. The VCU IRBs operate under the regulatory authorities as described within:

a. U.S. Department of Health and Human Services Title 45 CFR 46, Subparts A, B, C, and D (for all research, regardless

of source of funding) and related guidance documents.

b. U.S. Food and Drug Administration Chapter I of Title 21 CFR 50 and 56 (for FDA regulated research only) and related

guidance documents.
c. Commonwealth of Virginia Code of Virginia 32.1 Chapter 5.1 Human Research (for all research).

 

http://www.research.vcu.edu/irb/wpp/flash/VIII-7.htm
http://www.research.vcu.edu/irb/guidance.htmhttp://www.research.vcu.edu/irb/guidance.htm


Yale University Human Investigation Committee Telephone: 203-785-4688

55 College Street Fax: 203-785-2847

New Haven CT, 06510 http://info.med.yale.edu/hic

To:     Edward Faustino, M.D.

From: The Human Investigation Committee

Date: 11/22/2013

HIC Protocol #:   1311013054

Study Title:             Assessment of worldwide acute kidney injury, renal angina and epidemiology (The
AWARE Study)

Committee Action Expedited Approval

HIC Action Date: 11/22/2013

Approval Date: 11/22/2013

Expiration Date: 11/21/2014

Submission Type: Initial Application

Your request regarding the above-referenced protocol has been APPROVED following an expedited review by the Human

Investigation Committee. This review meets approval criteria set forth in 45 CFR 46.111.  The approval period for this

protocol is considered to be the Approval Date through the Expiration Date.

_________________________________________________________________________
Review Comments:

• The HIC found this study to meet the requirements of 45 CFR § 46.404 in that it presents no more than minimal risk to
 the minor subjects.  

• The Committee finds that informed consent can be waived for this study per federal regulation 45 CFR 46.116(d). This
 part of the regulations states that 1) this research involves no more than minimal risk to the subjects, 2) the waiver
 or alteration will not adversely affect the rights and welfare of the subjects, 3) the research could not practicably be
 carried out without the waiver and 4) whenever appropriate the subjects will be provided with additional pertinent
 information after participation.

• Consistent with the provisions for waiver of informed consent contained in 45 CFR § 46.116, the HIC approves the
 waiver of parental permission as per 45 CFR § 46.408 in that the research protocol is designed for conditions or
 for a subject population for which parental or guardian permission is not a reasonable requirement to protect the
 subjects and an appropriate mechanism for protecting the children who will participate as subjects in the research is
 substituted, and provided further that the waiver is not inconsistent with federal, state or local law.  
The HIC has determined that assent from the children may be waived in accordance with § 46.116 of subpart A.

• Approved and uploaded into COEUS is the HIC protocol application.

• This review reflects sponsor protocol version 1.0, dated 28Oct2013.

• A HIPAA waiver has been approved via expedited review for access to and use o fmedical record information without
 obtaining written approval ("authorization") from the subject for the use of the data.  This waiver does not authorize
 subject contact.



The IRB finds that the use or disclosure of protected health information involves no more than a minimal risk to the
 privacy of individuals, based on (1) an adequate plan to protect the identifiers from improper use and disclosure; (2)
 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 such retention is otherwise required by law;
 and (3) 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 study, or for other research for
 which the use or disclosure of protected health information would be permitted by this subpart;
The IRB also finds that the research could not practicably be conducted without the waiver or alteration; and the
 research could not practicably be conducted without access to and use or the protected health information.
HIPAA regulations require that accounting logs be maintained when researchers access patient records under a waiver
 of authorization including those approved for recruitment purposes.  You are thereby reminded of your obligation
 to create the log.  A spreadsheet is available on the HRPP web site to assist in the collection of accounting log
 information. These logs must be forwarded to the HIPAA Privacy Office – hipaa@yale.edu.  For further information
 on the accounting of disclosures, please see http://www.yale.edu/ppdev/policy/5032/5032.pdf

It is the investigator’s responsibility to obtain reapproval of ongoing research prior to the Expiration Date.  Please submit

the request for reapproval at least two months prior to the expiration date to allow for reapproval processing and review.

Adverse Reactions: Serious, unanticipated, and related adverse events, and unanticipated problems involving risk to

subjects or others must be reported within 48 hours to the HIC, using Form 6A.

Amendments:   If you wish to change any aspect of this study, such as the study procedures or processes, the informed

consent document(s), recruitment activities, or wish to add or remove investigators or key study personnel, you must

communicate your requested changes to the HIC using the appropriate form located at http://www.yale.edu/hrpp. Any

changes must be approved by the HIC prior to implementation. 

Request to Close: When the study procedures and the data analysis are fully complete, the Form #5C must be completed

and sent to the HIC requesting that the study be closed. Investigators should attach a copy of the study findings.  Abstracts

or publications satisfy this findings requirement.

Please keep this memo with your copy of the approved protocol.
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