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Children's Mercy Hospital Pediatric Institutional Review Board 
 

NOTIFICATION OF INITIAL APPROVAL 

  6/3/2014

From: Office of Research Integrity

To: Katherine Sturgeon, Principal Investigator

CC: Nancy Lathrom

Seth Septer

IRB#: 14010042

Study
Title:

The therapeutic effect of Melatonin in pediatric patients with functional dyspepsia

Funding: Gastroenterology - Chairman's Award - Partial  

Protocol
Name/#:

Melatonin/FD

Dear Dr. Sturgeon,

The CMH Pediatric IRB reviewed the above-titled new study at the convened IRB meeting on 5/15/2014 at
which time the committee voted to approve with contingencies.  Your response to contingencies were
subsequently reviewed and approved on 6/3/2014.

The IRB has approved this study from 6/3/2014 to 5/14/2015 and determined that the appropriate child
risk classification for this study is category 1 for research not involving greater than minimal risk.

The IRB approved the MARS application as of 6/3/2014 which included the following study documents:

FD-Melatonin 05.22.14 MARS ver. 0.01
FDA Response Melatonin
Web-MD Melatonin Overview
510K Letter MARS ver. 0.01
Melatonin Prescreen Log MARS ver. 0.01
FD-Melatonin Telephone Script MARS ver. 0.01
Melatonin/Fd Recruitment Letter MARS ver. 0.01
FD-Melatonin Data Collection MARS ver. 0.01
FD-Melatonin Eligibility and Medical Form MARS ver. 0.01
FD-Melatonin Sleep Diary MARS ver. 0.01
melatonin FD Adverse Event Form MARS ver. 0.01
Melatonin FD End of Study Form MARS ver. 0.01
Melatonin-FD Prescription MARS ver. 0.01
FD-Melatonin Database MARS ver. 0.01
FD-Melatonin Master List MARS ver. 0.01
FD-Melatonin 05.22.14 MARS ver. 0.01 

Approved Permission/Assent/Consent Process(es):

Written informed permission/consent by parent(s) or legal guardian(s) of pediatric subjects
Written informed assent of pediatric subjects

If a written or verbal permission/assent/consent process has been approved as part of this study, you must
use the stamped versions of the forms located under the "Documents" tab in MARS. 

Approved HIPAA Authorization Process(es):

Full written HIPAA Authorization wrapped into permission/assent/consent form(s)
Partial waiver of HIPAA Authorization (i.e., waiver for recruitment purposes only)

Additional Determination(s):

The IRB determined that the medical device that will be used in this research meets the FDA Non-
Significant risk definition. 

Reminder of Principal Investigator Responsibilities:

You are required to submit a continuing review report within MARS 30 days prior to your expiration
date.  If continuing review approval is not granted before the expiration date of 5/14/2015 approval of
this protocol expires on that date.
Notify the IRB immediately upon termination of the project and/or departure of the Principal
Investigator from the institution or project.
Report any changes or deviations in the protocol to the IRB prior to implementation.
Report any unexpected significant adverse events or problems related to your study promptly to the
IRB.
Maintain copies of all pertinent information related to research activities, including copies of all signed
informed consent agreements obtained from participants (if applicable).

Sincerely,

Doug Swanson, M.D.
Co-Chair, CMH Pediatric Institutional Review Board 

mailto:ksturgeon@cmh.edu
http://marsprod/MARSPROD/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B759DF986B9DDD044BD9D9B2C019CFE82%5D%5D
http://marsprod/MARSPROD/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B0E144DD3EC756D4CBF8AE0BA1EA2F1D2%5D%5D
http://marsprod/MARSPROD/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[ABAF55A87AA4944C83DE55598CE3FF93]]
http://marsprod/MARSPROD/Doc/0/7EU115Q5JRHKNFRL7G7UL6D4DA/Melatonin%20Protocol%20-%20%2814010042%29%2005.22.14%20Clean.doc
http://marsprod/MARSPROD/Doc/0/8UHTT47KR8SKV8CG3IUGC11R1A/Email%20from%20FDA.pdf
http://marsprod/MARSPROD/Doc/0/A1BV4EVSTUK4T4Q774634OJ10B/Web%20MD%20Melatonin.pdf
http://marsprod/MARSPROD/Doc/0/MK9K7G10PHV4HAEP201T5GHP5F/510%28K%29%20Letter.pdf
http://marsprod/MARSPROD/Doc/0/9L7JT7D4O944L3PSA4DDL7GF7C/FD%20Melatonin%20Prescreen%20Log%2001.27.14.xlsx
http://marsprod/MARSPROD/Doc/0/LTL75O37NJ9KT055J56U96CD18/FD-Melatonin%20Telephone%20Script%2004.16.14.docx
http://marsprod/MARSPROD/Doc/0/EPSHDI6MC1S478SAIGP7J95563/FD%20Melatonin%20Letter%2003.05.14.docx
http://marsprod/MARSPROD/Doc/0/1AE5NJF2L1CKVAHVO5KKCIQ883/Melatonin-FD%20Data%20Collection%2004.16.14.docx
http://marsprod/MARSPROD/Doc/0/M4D6MKACNB5K966P2RDSAGMH05/Melatonin%20FD%20Eligibility%20%26%20Med%20History%204.16.14.doc
http://marsprod/MARSPROD/Doc/0/DL06N07OLGAKR8OV72JP1PH9B5/Sleep%20Diary%20Front%2004.16.14.pdf
http://marsprod/MARSPROD/Doc/0/I011QE40SUDKH6L813GIE3SFC4/Melatonin%20FD%20Adverse%20Event%2001.28.14.docx
http://marsprod/MARSPROD/Doc/0/BLMP05HHMAG4P8VJMQBKO7FJ97/Melatonin%20FD%20End%20of%20Study%20Form%2001.28.14.docx
http://marsprod/MARSPROD/Doc/0/UL5P75UNN7TK148MR6PS49JSDD/FD%20Melatonin%20Prescription%20Order%2001.28.14.doc
http://marsprod/MARSPROD/Doc/0/O22U9TU9JFTKB1GHCJ5QKSKAE2/Melatonin-FD%20Data%20Collection%20for%20MARS%204.16.14.xlsx
http://marsprod/MARSPROD/Doc/0/A1ONQSJ4NAGKN3TSHT9AKLT96A/Melatonin-FD%20Master%20List%2004.16.14.xlsx
http://marsprod/MARSPROD/Doc/0/EFBP7GBFGPDKT0LHRH6KB9CUA8/FD%20and%20Melatonin%20PA%2005.22.14%20Clean.docx
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Dane Sommer, D.Min.
Co-Chair, CMH Pediatric Institutional Review Board 
Rebecca A. Ballard, J.D., M.A.
Director, Office of Research Integrity

Office of Research Integrity
Children's Mercy Hospitals & Clinics
Phone:  (816) 701-4358

Fax:  (816) 701-4357

Email: MARSAdmin@cmh.edu
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