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Federal regulations and 
UAMS policies require 
investigators to follow 
their protocols exactly 
as approved. This 
requirement applies to 
all human subject and 
animal research 
studies, not just to 
those involving 
investigational drugs, 
devices, or treatments. 
In fact, federal 
oversight agencies for 
both animal and 
human subject 
research  recently 
indicated that they will 
pay closer attention to 
this issue from now on. 
This means that 

investigators carrying 
out any research study 
involving animals or 
human subjects, 
whether investigator-
initiated, behavioral, or 
involving an 
investigational product, 
must follow their 
protocols exactly as 
written. If you find 
during the course of 
your research that you 
need to change 
something in the study, 
submit a protocol 
amendment to the IRB 
or IACUC and get it 
approved before you 
implement the change.  
Note to those 

conducting human 
subject research:  The 
only exception to this 
rule is a change that is 
implemented to 
eliminate an apparent 
immediate hazard to 
human subjects. That 
kind of change can be 
made immediately 
without prior IRB 
approval, but it must 
be reported to the 
UAMS IRB promptly 
after implementation. 
All other changes must 
get IRB approval first. 
Questions? Call the 
UAMS Research 
Compliance Office at 
686-8062 or 526-6270. 

Compliance Tip from the 
UAMS Office of Research Compliance 

Mickey Mouse and Chris 
Caracci of Orlando, 
Florida address UAMS 
employees during a 
Pathways to Excellence 
session on Thursday, 
July 17, 2008. According 
to Melissa Johnston of 
UAMS Human Resources, 
approximately 2,000 
employees involved in 
research, education, and 
clinical services attended 
one of the ten sessions 
offered July 14-18.  This 
past May over 5,000 
clinical employees 
attended the training 
sessions. 

Disney Visits UAMS! 
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Thursday, August 14, 2008 
Part 11 Compliance 
Q & A Course 

Presented by Dr. Ray Anderson 

Biomedical 1 Building 

Room 205/207 

10:00 am – 11:00 am 
 

Thursday, August 21, 2008 
Reporting Adverse Events 
Q & A Course 
Presented by Tracie Baker 
Monitoring Manager, RSC  

Biomedical 1 Building 

Room 205/207 
2:00 pm  - 3:00 pm 
 

Monday, July 28, 2008 
Essentials of Quality Human 
Subject Research Training for 
New Coordinators and 
Investigators 
Spine Center 
JTS Hamlen Board Room 
8:00 am – 5:00 pm 

 

Thursday, August 7, 2008 
Record Keeping and Regulatory 
Binders 
CRS Course 
Presented by Sandy Annis, 
Regulatory  Research Supervisor, 
CRDM  

Biomedical 1 Building 

Room 205/207 
2:00 pm  - 4:00 pm 

July and August 2008 Education Calendar 

For more information about the UAMS courses, contact Education Manager 

Crystal Hunnicutt, M.Ed. at 501-526-6879 or chunnicutt@uams.edu. 

Starting July 1, Jim Wohlleb 
assumed the duties of 
reviewing all expedited and 
exempt protocols for the 
UAMS IRB.  According to 
Beth Scanlan, Assistant 
Director of the IRB, this is 
the first time the IRB has an 
IRB Chair devoted 
exclusively to the expedited 
and exempt protocols. 
Mr. Wohlleb, an employee of 
the Little Rock School 
district, has been with 
UAMS twelve years full-time, 
continuing as a volunteer 
IRB member after 2002, and 
now as a part-time 
employee. 
He originally started with 
the UAMS in the late 1990’s, 
coordinating students’ 
capstone projects for Tulane 
University’s MPH Program 

UAMS Research News 

Meet one of the 
New IRB Chairs... 
 

Jim Wohlleb 
MS, MDiv 

James C. Wohlleb 
New IRB Chair 

Expedited and Exempt 
Protocols 

for Arkansas, based at 
UAMS with a connected site 
in West Memphis, Arkansas. 
A native of Dayton, Ohio, 
Mr. Wohlleb graduated from 
college in Indiana and 
completed Graduate studies 
in Texas and Massachusetts.  
He has a MS degree in 
Human Ecology, 
Epidemiology and Statistics 
along with a Master of 
Divinity. 
For the past four years he 
has worked in the School 
District’s Planning, 
Research, and Evaluation 
Department (PRE). 
Mr. Wohlleb’s hobbies 
include biking, swimming, 
singing with his church 
choir, family travel and 
spending time with his five 
grandchildren ages 1 to 7. 

Myeloma Dinner 
and Movie Night! 

Tuesday, July 22 
6:30-Dinner—7:00-Movie 

The Great Debaters 
 with Denzel Washington 

Walton Auditorium 
10th Floor 

Cancer Institute 
Free admission for all 

Myeloma patients, their 
families, and Myeloma Staff. 

 
 
 
 
 
 

For more information call 
Annie Lincoln at 526-2873 

mailto:chunnicutt@uams.edu�
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New and Revised IRB Policies 

Here are links to 2 new IRB Policies and 15 revised IRB policies for your convenience. 
The new policies are:  
12.5 (Reports of Potential Non-compliance) (Effective Date: March 5, 2008) 
12.6 (Findings of Non-compliance Under IRB Policy 12.5). (Effective Date: March 5, 2008) 
 
The revised policies are: 
1.4 Studies Requiring Review (Revised Date: March 5, 2008) 
2.6 Reporting to Appropriate Federal Oversight Bodies, Institutional Officials and 
Research Sponsors (Revised Date: March 5, 2008) 
7.4 Standard or Full Committee Review (Revised Date: March 5, 2008) 
7.6 Continuing Review (Revised Date March 5, 2008) 
8.1 Changing Study Protocol/Modifications to Previously Approved Research (Revised 
Date: March 5, 2008) 
9.1 Range of IRB Decisions (Revised Date: March 5, 2008) 
10.2 Unanticipated Problems Involving Risks to Participants or Others—Investigator 
Reporting Requirements and IRB Actions Revised Date: March 5, 2008) 
12.4 Non-compliance with Human Research Protection Program Requirements—Formal 
Audit Reports as Finding of Non-compliance (Revised Date: March 5, 2008) 
15.1 Elements of Informed Consent Documents and Process (Revised Date: May 13, 2008)  

15.3 Waivers of Signed Informed Consent Documents and Waivers of Informed Consent 
Elements  (Revised Date: March 13, 2008) 

15.5 The Informed Consent Process (Revised Date: March 5, 2008) 

17.1 Children in Research (Revised Date: June 11, 2008) 

17.8 Pregnant Women, Human Fetuses and Neonates Involved in Research (Revised 
March 13, 2008) 

18.3 (Emergency Use of a Drug or Biologic (Source FDA Information Sheets Guidance for 
Institutional Review Boards and Clinical Investigators 1998 Update) (Revised Date: March 
5, 2008) 
 18.4 (Emergency Use of an Unapproved Medical Device (Source FDA Information Sheets 
Guidance for Institutional Review Boards and Clinical Investigators 1998 Update) (Revised 
Date: March 5, 2008) 
These IRB Policies can be found at the IRB website IRB Standard Operating Policies and Procedures. The 
IRB Policies can be viewed individually or in a full version. Archived IRB Policies are also available online. 
For more information, call the IRB main number at 501-686-5667 or Tim Atkinson at 501-686-8845. 

Page 3 
UAMS Research News 

http://www.uams.edu/irb/uamsirb12%205%20Approved.pdf�
http://www.uams.edu/irb/uamsirb12%206%20Approved.pdf�
http://www.uams.edu/irb/uamsirb1.4%20Approved.pdf�
http://www.uams.edu/irb/uamsirb2%206%20Approved.pdf�
http://www.uams.edu/irb/uamsirb2%206%20Approved.pdf�
http://www.uams.edu/irb/uamsirb2%206%20Approved.pdf�
http://www.uams.edu/irb/uamsirb2%206%20Approved.pdf�
http://www.uams.edu/irb/uamsirb7%204%20Approved.pdf�
http://www.uams.edu/irb/uamsirb7%206%20Approved.pdf�
http://www.uams.edu/irb/uamsirb8%201%20Approved.pdf�
http://www.uams.edu/irb/uamsirb9%201%20Approved.pdf�
http://www.uams.edu/irb/UPIRTSO%2010.2%20Approved.pdf�
http://www.uams.edu/irb/UPIRTSO%2010.2%20Approved.pdf�
http://www.uams.edu/irb/UPIRTSO%2010.2%20Approved.pdf�
http://www.uams.edu/irb/UPIRTSO%2010.2%20Approved.pdf�
http://www.uams.edu/irb/uamsirb12%204%20Approved.pdf�
http://www.uams.edu/irb/uamsirb12%204%20Approved.pdf�
http://www.uams.edu/irb/uamsirb12%204%20Approved.pdf�
http://www.uams.edu/irb/uamsirb12%204%20Approved.pdf�
http://www.uams.edu/irb/15.1%2004-30-08%20revised.pdf�
http://www.uams.edu/irb/uamsirb15.3.pdf�
http://www.uams.edu/irb/uamsirb15.3.pdf�
http://www.uams.edu/irb/uamsirb15.3.pdf�
http://www.uams.edu/irb/uamsirb15.3.pdf�
http://www.uams.edu/irb/uamsirb15%205%20Approved.pdf�
http://www.uams.edu/irb/17%201%20Children%20in%20Research%2005-15-2008.pdf�
http://www.uams.edu/irb/uamsirb17.8.pdf�
http://www.uams.edu/irb/uamsirb18.3.pdf�
http://www.uams.edu/irb/uamsirb18.3.pdf�
http://www.uams.edu/irb/uamsirb18.3.pdf�
http://www.uams.edu/irb/uamsirb18.3.pdf�
http://www.uams.edu/irb/uamsirb18.4%20Approved.pdf�
http://www.uams.edu/irb/uamsirb18.4%20Approved.pdf�
http://www.uams.edu/irb/uamsirb18.4%20Approved.pdf�
http://www.uams.edu/irb/uamsirb18.4%20Approved.pdf�
http://www.uams.edu/irb/IRB_Policies.asp�

	In this issue:

	Research News
Staff

	Compliance Tip from the
UAMS Office of Research Compliance

	July and August 2008 Education Calendar

	UAMS Research News

	Meet one of the New IRB Chairs...


	Jim Wohlleb

	MS, MDiv

	James C. Wohlleb
New IRB Chair
Expedited and Exempt Protocols

	Page #

	UAMS Research News

	New and Revised IRB Policies

	UAMS Research News



<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /DAN <>

    /DEU <>

    /ESP <>

    /FRA <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /PTB <>

    /SUO <>

    /SVE <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



