
UC Irvine completed the self-assessment of its Human Research Protections Program (HRPP) and the 
application has been submitted for reaccreditation with the Association for the Accreditation of 

Human Research Protection Programs, Inc. (AAHRPP). 

AAHRPP will conduct a site visit in Spring/Summer 2008 during which interviews will be scheduled 

with investigators, University officials, IRB members and staff selected by AAHRPP.  Information about 

the site visit will be shared with the research community as the details become available.   

In preparation for the interviews, the Office of Research will increase its education and outreach efforts 
to assure investigators, research coordinators, IRB members and staff understand their roles and 

responsibilities in UC Irvine’s HRPP.  Stay tuned for more details in early 2008! 

AAHRPP Reaccreditation Update 

HRPP Contacts 

IRB-A 

Cheree Dubose, 949-824-6068 

Matt Kinder, 949-824-9819 

Beverley Esparza, 949-824-5746 

Tahseen Mozaffar, MD, Chair, 714-456-

2332 

IRB-B 

Theresa Sanchez, 949-824-2125 

Samantha Pash, 949-824-2576 

Robert Burger, MD, Chair, 714-456-

7974 

IRB-C 

Alicia Tieman, 949-824-6662 

Jessica Sheldon, 949-824-7114 

Christina McGoldrick, 949-824-4779 

Ruth Mulnard, RN, DNSc, FAAN, Chair, 

949-824-7016 

 

Additional HRP Staff 

Anthony Saldana, 949-824-0665 

Kin Hang, 949-824-5622 

 

Associate Director, Research 

Protections 

Karen Allen, 949-824-1558 

 

Assistant Vice Chancellor, Research 

Administration 

Christina Hansen, 949-824-5677 

 
Human Research Protections Program  

News Brief  

 

Ethical Guidelines on 

the HRPP website: 

• The Belmont Report  

• Nuremberg Code 

• Declaration of Helsinki 

Office of Research 
Administration  

4199 Campus Drive  

University Tower, Suite 300 
Irvine, CA 92697-7600 

Phone: 949-824-4768 
Fax: 949-824-1465 

Web:  www.rgs.uci.edu/ora/ 

Belmont Report Basics 

Nov-Dec. 2007 

In 1974, the National Research Act was signed into law, creating the National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research. One of the charges to the Commission was to identify 
basic ethical principles that should underlie the conduct of biomedical and behavioral research 
involving human subjects, as well as develop specific guidelines by which researchers should abide.   

Accordingly, the National Commission for the Protection of Human Subjects of Biomedical and Behavioral 
Research issued "The Belmont Report: Ethical Principles and Guidelines for the Protection of Human 
Subjects of Research."   

The Belmont Report states, “These three [principles] are comprehensive...and are stated at a level of 
generalization that should assist scientists, subjects, reviewers and interested citizens to understand the 
ethical issues inherent in research involving human subjects. These principles cannot always be applied 
so as to resolve beyond dispute particular ethical problems. The objective is to provide an analytical 
framework that will guide the resolution of ethical problems arising from research involving human subjects.” 

1. Respect for Persons (be respectful) 

• Individual Autonomy 

• Protection for those with reduced autonomy 

The first principle is represented through the informed consent process. Respect for persons requires that 
subjects enter into the research voluntarily and with adequate information. To respect autonomy is to give 
weight to autonomous persons' considered opinions and choices while refraining from obstructing their actions 
unless they are clearly detrimental to others.  

2. Beneficence (be nice) 

• Maximize benefit and minimize harm 

The second principle is best represented through the 7 criteria of IRB approval defined in Federal regulations 
(45 CFR 46.111 and 21 CFR 56.111). The obligations of beneficence affect both individual investigators and 
society at large, because they extend both to particular research projects and to the entire enterprise of 
research. In the case of particular projects, investigators and IRB members are obliged to give forethought to 
the maximization of benefits and the reduction of risk that might occur from the research investigation.  

3. Justice (be fair) 

• Equitable distribution of research costs (risks) and benefits 

The third principle is represented through the fair recruitment and selection of research subjects.  Researchers 
address this important principle by describing the method in which subjects are selected and recruited, as well 
as if the costs, compensation, risk and benefit are appropriately distributed. 



The Basics 
 
Per Federal regulations, once a human research study has received IRB approval, any subsequent changes to 
the study must be reviewed and approved by the IRB prior to implementation (except when necessary to 
avoid an immediate, apparent hazard to a subject). At UCI, a change to an IRB-approved research study 
is called a modification or amendment.   
 
In accordance with the regulations, a modification request must be submitted to the IRB prior to implementing 
any change to the study and must be approved by the IRB before the change is implemented.   
 
To request approval of a proposed modification, investigators complete and submit an electronic Modification     
(e-MOD) Request. 
 
The Level of IRB Review  
 
A modification/change to an approved human research study will generally be reviewed at the same level of 
review in which the study was first reviewed, i.e., expedited review or by the full Committee. The level of IRB 
review also is determined by the type of change proposed and how the change impacts the IRB’s assessment 
of potential risks and benefits.   
 
Minor Modifications: 
A minor modification is a proposed change in research related activities that does not significantly affect an 
assessment of the risks and benefits of the study and does not substantially change the specific aims or design 
of the study. Generally, minor modifications qualify for expedited review.  
 
Significant Modifications: 
A significant modification is a proposed change in research related activities that significantly affects an assessment of the risks and benefits 
of the study or substantially changes the specific aims or design of the study.  Generally, significant modifications require full Committee 
review.  Significant modifications that involve revisions to the consent document often require re-consenting currently enrolled subjects. 

      Examples of Minor Modifications      Examples of Significant Modifications 

Submitting a closing report is official notification to the Office of Research Administration that the study has con-
cluded and that all study activities have ceased.   

The report provides a summary of the research activities as well as serves as the final modification to the study .  Additionally, the 
closing report helps to ensure that the IRB has accurate and complete records regarding institutional research activities.  To submit 
a closing report, any member of the study team can access and create the electronic Closing (e-Closing) Report; however only the 
Lead Researcher or Faculty Sponsor can officially submit the report.   

When should a study be closed? 
A study should be closed when all of the following apply:  

• Subject recruitment and enrollment is complete (i.e., no new subject recruitment or enrollment are ongoing)  

• All specimens, records, data have been obtained (i.e., no further collection of data/information from or about living        
individuals will be obtained)  

• No further contact with subjects is necessary (i.e., all interactions or interventions are complete and no follow-up contact is 
necessary)  

• Analysis of subject identifiable data, records, specimens are complete (i.e., use or access to subject identifiable data is no 
longer necessary. Note: this includes review of source documents by study sponsors).  

 
Allowing a study to “discontinue”, does not provide the IRB with a final report summarizing research activities.  It is the Lead 
Researcher’s responsibility to submit a Closing Report, which serves as the study’s final modification. 

Modifications (Amendments) to Approved Research 

Filing a Closing Report When Research Concludes 

Page 2 Nov-Dec. 2007 

The Office of Research 

Administration will be 

closed from 

December 24, 2007 to 

January 1, 2008.   

IRB Protocol 

Submission Deadlines 

for January Meetings: 

• IRB-B: December 17 

• IRB-C: January 2 

• IRB-A: January 9 

• Addition or deletion of study team members 

• Addition of non-sensitive questions to un-validated survey or inter-
view procedures  

• Addition of or revisions to recruitment materials or strategies  

• Addition of procedures that do not significantly increase risk to sub-
jects, considering the original purpose and study design of the ap-
proved study (i.e., new procedures that fall under any of the expe-
dited categories can usually qualify as minimal risk)  

• Addition of a new and/or separate subject population (e.g., control 
group, additional cohort, vulnerable population, etc.)  

• Addition of research procedures that involve greater than minimal 
risk to subjects (e.g., addition of a new drug to a treatment regimen; 
addition of invasive procedures; change in route or frequency of drug 
administration, etc.)  

• Addition of surveys/questionnaires/interview procedures that could 
have adverse psychological consequences for subjects or damage 
their financial standing, employability, insurability, or reputation 

http://www.rgs.uci.edu/hs/mod/�
http://www.rgs.uci.edu/hs/mod/�
http://www.rgs.uci.edu/hs/mod/�
http://www.rgs.uci.edu/hs/mod/�
http://www.rgs.uci.edu/hs/closing/�

	AAHRPP Reaccreditation Update

	HRPP Contacts

	Human Research Protections Program 

	News Brief 

	Belmont Report Basics

	Nov-Dec. 2007

	Modifications (Amendments) to Approved Research

	Filing a Closing Report When Research Concludes

	Page #

	Nov-Dec. 2007



<<

  /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

  /CreateJDFFile false

  /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



  /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



