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(HRSA)E35######################Q#u#i#c#k# #I#R#B# 
#Q#u#e#s#t#i#o#n#############################<html xmlns:v="urn:schemas-
microsoft-com:vml" xmlns:o="urn:schemas-microsoft-com:office:office" 
xmlns:w="urn:schemas-microsoft-com:office:word" 
xmlns:m="http://schemas.microsoft.com/office/2004/12/omml" 
xmlns="http://www.w3.org/TR/REC-html40"><head>
<META HTTP-EQUIV="Content-Type" CONTENT="text/html; charset=us-ascii">
<meta name=Generator content="Microsoft Word 14 (filtered medium)"><style><!--
/* Font Definitions */
@font-face

{font-family:Calibri;
panose-1:2 15 5 2 2 2 4 3 2 4;}

@font-face
{font-family:Tahoma;
panose-1:2 11 6 4 3 5 4 4 2 4;}

/* Style Definitions */
p.MsoNormal, li.MsoNormal, div.MsoNormal

{margin:0in;
margin-bottom:.0001pt;
font-size:11.0pt;
font-family:"Calibri","sans-serif";}

a:link, span.MsoHyperlink
{mso-style-priority:99;
color:blue;
text-decoration:underline;}

a:visited, span.MsoHyperlinkFollowed
{mso-style-priority:99;
color:purple;
text-decoration:underline;}

span.EmailStyle17
{mso-style-type:personal;
font-family:"Arial","sans-serif";
color:windowtext;
font-weight:normal;
font-style:normal;}

span.EmailStyle18
{mso-style-type:personal-reply;
font-family:"Calibri","sans-serif";
color:#1F497D;}

.MsoChpDefault
{mso-style-type:export-only;
font-size:10.0pt;}

@page WordSection1
{size:8.5in 11.0in;
margin:1.0in 1.0in 1.0in 1.0in;}

div.WordSection1
{page:WordSection1;}

--></style><!--[if gte mso 9]><xml>
<o:shapedefaults v:ext="edit" spidmax="1026" />
</xml><![endif]--><!--[if gte mso 9]><xml>
<o:shapelayout v:ext="edit">
<o:idmap v:ext="edit" data="1" />
</o:shapelayout></xml><![endif]--></head><body lang=EN-US link=blue 
vlink=purple><div class=WordSection1><p class=MsoNormal><span 
style='color:#1F497D'>Hi Lisa,<o:p></o:p></span></p><p class=MsoNormal><span 
style='color:#1F497D'><o:p>&nbsp;</o:p></span></p><p class=MsoNormal><span 
style='color:#1F497D'>If this is the contract I think it is, IRB approval is NOT



needed. I originally thought it needed IRB as well, but I consulted with the 
Office for Human Research Protections and they concluded that it fell under 
program improvement activities rather than human subjects research, therefore 
IRB approval was not needed. The email from OHRP documenting this decision is 
attached.<o:p></o:p></span></p><p class=MsoNormal><span 
style='color:#1F497D'><o:p>&nbsp;</o:p></span></p><p class=MsoNormal><span 
style='color:#1F497D'>Thanks, Lydie<o:p></o:p></span></p><p 
class=MsoNormal><span style='color:#1F497D'><o:p>&nbsp;</o:p></span></p><div><p 
class=MsoNormal><span style='color:#1F497D'>Lydie A. Lebrun-Harris, PhD, 
MPH<br>Office of Research and Evaluation<br>Office of Planning, Analysis and 
Evaluation<br>Health Resources and Services Administration<br>US Department of 
Health and Human Services<br>5600 Fishers Lane, Room 14N37, Rockville, MD 
20857<o:p></o:p></span></p><p class=MsoNormal><span style='color:#1F497D'>Tel: 
301-443-2178<br>Email: <a 
href="mailto:LHarris2@hrsa.gov">LHarris2@hrsa.gov</a><o:p></o:p></span></p></
div><p class=MsoNormal><span 
style='color:#1F497D'><o:p>&nbsp;</o:p></span></p><div><div 
style='border:none;border-top:solid #B5C4DF 1.0pt;padding:3.0pt 0in 0in 0in'><p 
class=MsoNormal><b><span style='font-size:10.0pt;font-family:"Tahoma","sans-
serif"'>From:</span></b><span style='font-size:10.0pt;font-
family:"Tahoma","sans-serif"'> Wright-Solomon, Lisa (HRSA) <br><b>Sent:</b> 
Sunday, June 05, 2016 2:45 PM<br><b>To:</b> Harris, Lydie-Anne 
(HRSA)<br><b>Cc:</b> Walker, Venus (HRSA)<br><b>Subject:</b> Quick IRB 
Question<o:p></o:p></span></p></div></div><p 
class=MsoNormal><o:p>&nbsp;</o:p></p><p class=MsoNormal><span style='font-
size:12.0pt;font-family:"Arial","sans-serif"'>Lydie,<o:p></o:p></span></p><p 
class=MsoNormal><span style='font-size:12.0pt;font-family:"Arial","sans-
serif"'><o:p>&nbsp;</o:p></span></p><p class=MsoNormal><span style='font-
size:12.0pt;font-family:"Arial","sans-serif"'>We have a draft clearance package 
and the OMB Desk Officer has asked if we have IRB approval.&nbsp; I don&#8217;t 
think we do.<o:p></o:p></span></p><p class=MsoNormal><span style='font-
size:12.0pt;font-family:"Arial","sans-serif"'><o:p>&nbsp;</o:p></span></p><p 
class=MsoNormal><span style='font-size:12.0pt;font-family:"Arial","sans-
serif"'>When is IRB approval needed in dealing with minors (teens)?&nbsp; In 
this case, messaging on organ donation is the focus of the project.&nbsp; 
<o:p></o:p></span></p><p class=MsoNormal><span style='font-size:12.0pt;font-
family:"Arial","sans-serif"'><o:p>&nbsp;</o:p></span></p><p 
class=MsoNormal><span style='font-size:12.0pt;font-family:"Arial","sans-
serif"'>Lisa<o:p></o:p></span></p></div></body></
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