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Human Research Protections Program
News Brief
AAHRPP Update

The much anticipated site visit by the Association for the Accreditation of Human Research Protection
Programs, Inc. (AAHRPP) (4/21-4/23) was a success! Thank you to the 60+ investigators, research
staff, UCI Administrators, IRB and COIOC Members, and ORA staff for taking the time out of their busy
schedules to participate in the site visit. The site visitors reviewed 100+ protocol files and examined
over 1300+ pages of internal HRPP documentation.

The site visit team praised the IRB members’ knowledge of the federal regulations and specifically
mentioned the members’ use of the flexibility within the federal regulations to facilitate human subjects
research such as granting waivers of informed consent for minimal risk research. The site visitors were
equally impressed with the investigators and research staff's knowledge and commitment to the
protection of human subjects. Currently the IRB and the HRP staff are working to fix findings that were
mentioned by AAHRPP at the 4/23 closeout session and the written report. None of the findings
appeared to be major; all are very “fixable” through a change in policies and procedures or through a
written plan. UCI is required to respond to AAHRPP by June 23, 2008.

UCI will be notified of its accreditation status after the September 2008 AAHRPP Council Meeting where
we hope that UCI will again be granted the top tier accreditation level - Full Accreditation.

Emergency Use of a Test Article

Emergency Use is defined as the one-time (per institution) use of a test article (an investigational
drug, biological product, or medical device) for a patient in a life-threatening situation where no
standard acceptable treatment is available and there is not sufficient time to obtain IRB
approval [21 CFR 56.102(d)].

Emergency Use does not require prior IRB review and approval. At UCI, we recommend that the
treating physician notify the IRB prior to the emergency use of a test article. The IRB will work with
physicians to make sure patients are treated as soon as possible and in accordance with federal
regulations. The physician is required to submit the Emergency Use of a Test Article form to the
IRB within 5 business days after the emergency use [21 CFR 56.104 (c)].

EMERGENCY WAIVER FOR USE OF A TEST ARTICLE

A physician who wants approval of an emergency use of a test article should first check the Emergency
Use of a Test Article web page to see the list of drug, biological product, or medical device

previously used at UCI in an Emergency Use situation. If the test article is not listed, contact the
manufacturer to determine if the product can be made available (for one,
specific patient) under the company’s IND or IDE; or if the company
declines or cannot be reached, the physician can contact the FDA for an
emergency IND.

IRB Protocol
Submission Deadlines
For Drug Products - (301) 827-4570 for June Meetings:
For Biological Blood Products - (301) 827-3518

°
°
®  For Biological Vaccine Products - (301) 827-3070
°
°

o IRB-B: May 28

For Medical Devices - (301) 594-1190
For Nights, Weekends, Holidays - (301) 443-1240

e |RB-C: June 4

The FDA allows one-time emergency use of a test article. If the test * IRB-A: June 11

article is listed on the UCI HRP web page, submit an IRB application for
review and approval.

INFORMED CONSENT REQUIREMENTS

The treating physician is required to obtain informed consent of the patient or the patient's legally
authorized representative, unless both the treating physician and a physician who is not otherwise
participating in the clinical investigation certifies in writing per 21 CFR 50.23 (a). See the Emergency
Use of a Test Article form. The IRB also has a emergency use consent form template available for use.

The paperwork and report filing required by sponsors, drug companies, and the FDA are the
responsibility of the UCI physician requesting the emergency waiver of approval. Also, the data
gathered as a result of an "Emergency Use” cannot be considered research data.

Please see the Emergency Use of a Test Article web page to obtain additional information about the
process.
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Clinical Research and Data Safety Monitoring Plans

All clinical investigations, including physiologic, toxicity, and dose-finding studies (phase I); efficacy studies (phase II); efficacy,
effectiveness and comparative trials (phase III), involving greater than minimal risk to participants (i.e., full Committee
review) require, at a minimum, a data and safety monitoring plan to assure the safety and welfare of the research subjects.

Monitoring is commensurate with size and complexity of the study. Monitoring may be conducted in various ways or by various
individuals or groups, depending on the size and scope of the research effort. Sometimes having a UCI-based data and safety
monitoring board (DSMB) is sufficient; in other instances the establishment of an independent DSMB may be required.

For clinical investigations involving greater than minimal risk, a description of the Data Safety Monitoring Plan
(Appendix S) is now required as part of the electronic IRB Application. The Plan should contain the following
information:

1. A description of the composition of the board including the relevant experience of the Board, as Forthcoming
applicable. For UCI initiated studies, the name, title and experience of the individual(s) are required. ORA/HRP
L o : : . Announcements
2. An indication of how frequently the board or individual monitor will review and evaluate the
accumulated study data for participant safety, study conduct and progress, and, when appropriate, « IRB e-Doc Depot
efficacy.
3. An explanation of the process by which the board or individual monitor will make recommendations ¢ New ORA website

concerning the continuation, modification, or termination of the trial;

4. A description of the event(s) that would trigger an unscheduled review. Also stopping guidelines and un-blinding rules, when
applicable.

5. List who will be /ocally monitoring and collecting information on adverse events and/or unanticipated problems (e.g., UCI Lead
Researcher, Research Coordinator, etc.). Include the name, title and experience of the individual(s).

6. A description of the plan for annual reporting of the participants’ safety, and the study’s conduct, progress, and efficacy. At the
time of Continuing Review, the investigator should provide documentation that the DSMB met and indicate any findings or
recommendations made. For UCI initiated studies, the investigator should provide a copy of the annual report at the time of
continuing review.

For more information on data and safety monitoring plans and board requirements, see the Data and Safety Monitoring for
Clinical Research web page.

Pregnant Women and Fetuses

Research involving pregnant women, fetuses and human in vitro fertilization are subject to additional federal regulations that guide
IRB deliberations on such studies. Investigators interested in studying pregnant women, fetuses and/or neonates are required to
complete Appendix B when completing the electronic IRB Application or when requesting a modification to an IRB-approved study.

Research involving pregnant women or fetuses can be approved by the IRB if the following federal requirements are satisfied:

e  Preclinical studies have been conducted, including studies on pregnant animals; clinical studies, that include non-pregnant
women and provide data for assessing potential risks to pregnant women and fetuses

e  Risk to fetus is caused solely by interventions or procedures that hold prospect of direct benefit for the woman or the fetus
or

e If no benefit, risk to the fetus is not greater than minimal and the research develops important biomedical knowledge not
obtainable by any other means.

® Any risk is the least possible for achieving the objectives of the research.

e Individuals engaged in the research will have no part in: 1) any decisions as to the timing, method, or procedures used to
terminate a pregnancy, and 2) determining the viability of the fetus at the termination of the pregnancy; and
(] No inducements, monetary or otherwise, will be offered to terminate the pregnancy.
Consent Signature Requirements
® The mother's consent is required when the research holds: the prospect of direct benefit to the pregnant woman, or the
prospect of a direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor

the fetus but risk to the fetus is not greater than minimal and the purpose of the research is the development of important
biomedical knowledge that cannot be obtained by any other means;

o Consent from the mother *and* father is required when the research holds the prospect of direct benefit solely to the
fetus (unless the father is absent, incompetent, unknown or the pregnancy resulted from rape/incest) .
Investigators proposing to conduct research involving neonates are also required to complete Appendix D.

For more information on research with see the pregnant women, fetuses and neonates and consent signature requirements see
the Vulnerable Subject Populations web page.



http://www.research.uci.edu/ora/hrpp/dataandsafetymonitoring.htm�
http://www.research.uci.edu/ora/hrpp/dataandsafetymonitoring.htm�
http://www.research.uci.edu/ora/hrpp/dataandsafetymonitoring.htm�
http://www.research.uci.edu/ora/hrpp/dataandsafetymonitoring.htm�
http://www.research.uci.edu/ora/hrpp/vulnerablesubjectpopulations.htm�

	AAHRPP Update

	HRPP Contacts

	Human Research Protections Program

	News Brief 

	April/May 2008

	Emergency Use of a Test Article

	Clinical Research and Data Safety Monitoring Plans

	Pregnant Women and Fetuses

	Page #

	April/May 2008



<<

  /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 <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /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 <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /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



