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What is AAHRPP

e Association for the Accreditation of Human
Research Protection Programs (AAHRPP)

* Nonprofit association, founded in 2001

e Offers accreditation to organizations that conduct,
review, or manage research involving human
participants

* Seeks to identify quality programs; promote
innovative practices’ and, ensure regulatory
compliance.



AAHRPP

* As of Mar 2018, ~250 organizations—about 20%
located outside the U.S.—have earned AAHRPP

accreditation

 AAHRPP has accredited organizations across the
United States and in Belgium, Brazil, Canada, China,
India, Mexico, Republic of Korea, Saudi Arabia,
Singapore, South Africa, Taiwan and Thailand.

* NIH, the world’s largest public funder of research,
and Pfizer, the largest industry sponsor of clinical

research, have earned accreditation
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Application/Annual Report Form

ThiF jorm & used wihen appivmg for Accred itk o Rees rediabon {Lheck appropriace oves ieiow)
) applicatina fine Taieia) Aceradivation

] appiimacins for Beneersditetion febeck aw)
[ Srap 1 Applicanion  [C] Srep 2 Application E.in.'.uu.ll?fpul't fehek gng

Ifuprpiing fer Step 1, cemplets guestivas 1005
If apmying far Step 2, complete only geesiions 1-11
If fEling aut your Anmial Repart, complet question | es well as questions 12-35 ane the Requrired Beporting Farm

Contact Information

Applcant certifies that theinformation contained in this application and thereafter provided o ASHRFF B aocurate,
camplete and not mizleadiag in any way. Apphicant agrees noe to mischarcterioe i socreditadon status ot any Hme,
whiether during the application process, the site visit process, or therealier. Applicint agrees e release ALMHRFF and
each of its members, direcnrs, officers, employees and agents (the "AAERPF Representatives”) from any and all claims,
arsd tn indemniy and bold harmless AAHRPE and the AAHRPP Representatives from and against any andall Hability
ard custs incurned by ther, including attarmeys’ fees, resalting directy or indirectly from any applications, site visits,
evaliations and decisians reganting the accreditadon of the Appllicant’s Human Rescarch Friccten Program. Applisant
certifles that It has read the AAHRPP Accreditation Procedures and agrees to abide by those poocedures.

Application Contact

| Chaa-Hua Chiu /M0
Name/ Degres(s]

Exgcuivy Secrelary, Human Bessreh Proestion Cente
Title/Oepartmert

Aidtdress, iF different From absove

Address, IF different from 2bove

Complets, el submi ina! Wicetion, jhchivu@vghipe gov.tw;
omplets sign oed submit ov i W|L|IEI.IIJ|' compisted appileetion, T EEGE-1251 QEL-2-20T6-06TS " v b
Telephone Fax Email
Taipei Veterans General Hospital = -
Legal name at Urganication Applying for acredisation [please consult with your general cuunsel) M T >l f L2 1A
Sigmature Dite
Parent Depanizition, if diffzrent from abave Responsible Organizational Qficial
No.20 i, Sec, @, Shipst Ral, Beit Districe Deb-Ming Chang/M.DL, PhD Superintenden]
Adddress MameUegree]s) Titbe/Departmert
Adidress Maldress, iF diffarent fram shivee
i i Address, if dilferent from above
Taipei Tatwum, RO.L, 11217 FEEG-E-2BTE-T0TE +06-2-2R73-2066 dmchang? Svghtpe.gortw
Chy il ke Paital Cidde Telephone Fax Ematl
Dvercight of Dilier Drganizations: g_ 3 K’é
List other argani that are comj: 15 oof your Himan Research Protection Programe fo not imclede thoee —:}ﬂf - -
wrga et i wiich o primary refutkosskiy between pove Mo Bescarch Protecior Progrem ard the other Signature Dare
organization i relicree wpan yoar IRERC For each componert lsted, indiante whether bhere are actiee ressarch protacals
e e [ pow farve greestions alost sl by eomsiade s o compoest, loase cunrbact ws. For affice aa oy ¥ Receipt Samp:
[ Tha organdeation apphing for acereditation his no compenents of the Human Besesrch Protection Program i
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Progrie: ]
1 Janmary 31, 2018 2 [y 31, 2018




1.Total number of active protocols: 2017 Step 2 HH
(activeBk JK X5k R ¥ §,2017/12/31) (2016/7/7)

Protocols reviewed by a Convened IRB/EC Review(—#& % &) 997 858

Protocols reviewed by Expedited Review Procedure(ffi 5 £ &) 842 568

Research Activities determined to be Exempt in past 12
months( %% % &)

Total number of active protocols 1880* 1458

(*29% increase)

41 32

Step 1 &
15. Number of researchers (2016/3/1)

(FFARARKE) 610

2017 | Step 1%#
16. Number of research coordinators and research staff (2016/3/1)

(FAREL/BHEHT) 536 544

414
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17. For new protocols reviewed in the most recent 12

months by the convened IRB/EC, what is the median Step 1 &3
number of calendar days from complete submission to: (— (2016/3/1)
BRELE EHABZELENINEAZEBAZ AR PH)

review 34 24
approval 44 31

18. For new protocols reviewed in the most recent 12
months by the expedited procedure, what is the median . .
onths by the expedited procedure, what is the media Step 1 §#

number of calendar days from complete submission to:

BHELE R4S EL0NEAES/BAZABAY (2016/3/1)
{3 #%)
review 10 =
approval 14 11

submission to exempt determination in the most recent 12
m{]ﬂthﬁ 11

(REZHBXEE0NBEZARRPAH)

19. Median number of calendar days from protocol 2017 Step 1 &4

(2016/3/1)

20. Number of protocols disapproved by the IRB/EC in the 2017 Step 1 F#
most recent 12 months (F if 1% & 44 #0) : (2016/3/1)

13 26
(1.4%) (3.3%)
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21. Number of complaints from research
received by the IRB/EC in the most recent 12 months

(Bt RZRAEFHREE)

22. Number of new cases of alleged non-compliance
investigated in the most recent 12 months

(BRAERRAHT)

23. Number of determinations of serious non-compliance in
the most recent 12 months

(REAEHESHT)

24. Number of determinations of continuing non-
compliance in the most recent 12 months

CRERMERER RAHT)

25. Number of determinations of unanticipated
involving risks to participants or others in the most recent
12 months

(FRRXAARBRZIERMFBAREABRE)

Step 1 &
(2016/3/1)

Step 1 &#
(2016/3/1)

Step 1 &4
(2016/3/1)

Step 1 &#
(2016/3/1)

Step 1 &
(2016/3/1)




26. Number of internal and Sponsor “for cause” audits of 2017 Step 1 &4
investigator protocols conducted in the most recent 12 (2016/3/1)

months 17 26
A REHOTBAER/IEHITHEES > 2IRBRERH)

27. Number of internal and Sponsor random audits of 2017 Step 1 &
investigator protocols conducted in the most recent 12 (2016/3/1)

months

(R R HRERER/ BT EMS » 2IRBRE ) 40 27

28. Number of internal “for cause” audits of IRB/EC
records conducted in the most recent 12 months

(IRB&#) 7 B 8 /IEHI4THEE A > by HRPC)

29. Number of internal random audits of IRB/EC records
conducted in the most recent 12 months

(IRB &) R§ ¥ & B /6] 47 £ > by HRPC)

30. Number of US FDA, other US regulatory agencies, or
other country regulatory agencies (e.g., EMA) inspections of (2016/3/1)
investigators conducted at your Organization in the most

recent 12 months 11 2

(4 £ 5 MW RARETH R Rinspectiondy 3 F)

31. Number of US FDA, other US regulatory agencies, or 2017 Step 1 &8
other country regulatory agencies (e.g., EMA) inspections of (2016/3/1)

IRB/ECs conducted at your Organization in the most recent

12 months (5% £ F MM R AR ETIRBEZ ¥ &) 2 L

18




32. Number of financial disclosures related to research 2017 Step 1 ¥

(2016/3/1)
982

involving human participants in the most recent 12 months

(AT EEZCOIHE) 2749

33. Number of financial disclosures related to research Step 1 &#
involving human participants that were determined to (2016/3/1)
indicate a financial conflict of interest in the most recent 12
months (AR EXZCOIHE > AHHARAAHSHEHE N
HHTF)

34. Number of protocols with a financial conflict of interest Step 1% ¥
management plan that were reviewed by the IRB/EC in the (2016/3/1)

most recent 12 months (A A EEXCOIH T » RETH
HEGRZEHEE)
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o W PRE\ Y M FE X
* Inspection (by FDA, EMA, TFDA, etc.)
« PIZEEEEH IRB (> HRPC)
* Auditing (by Sponsor)
* CRO or Pl ZH E @i ¥ GCRC (= HRPC)
* Monitoring (by CRA)
© NNiEHE

o FE IR B N EFERX
e Auditing (by IRB)

* for-cause (FEFIFTERX), not for-cause (B TEX)
* Post-approval monitoring (by HRPC)




Post-approval monitoring (PAM)

* HHS Inspector General Report
“Institutional Review Boards: A time to Reform”, 1988

* Finding: “...IRB have all to little information about how
the informed consent process really works and about
how well the interests of subjects are being protected
during the course of research.”

e Recommendation: “...increased IRB awareness of
on-site research practices.”
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* Hippocratic Oath: "First do no harm”

 REEZEE WA BB o RIEFTG L - YX
EGREE - PR GHEEHER....

+ PRI BRI E IR B
PRi€ TAFRYSE ="
* WEAREEZENY  (HE SRR EH K

* B PRI SE 5 PRa& /L (HRPC) A B R BEAL
 DIRPG R - DAEE KSR TE - IE R ER




— yAN =
R liee

i AT AR Y 7 e\ & ReE T Fe it E s
28712121 ext 3251; hrpc@vghtpe.gov.tw





<<
  /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 /Warning
  /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 false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /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 false
  /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 false
  /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 <<
    /CHT <FEFF005B57FA65BC002000275370523754C18CEA0027005D00204F7F752890194E9B8A2D7F6E5EFA7ACB7684002000410064006F006200650020005000440046002065874EF69069752865BC9AD854C18CEA76845370524D5370523786557406300260A853EF4EE54F7F75280020004100630072006F0062006100740020548C002000410064006F00620065002000520065006100640065007200200035002E003000204EE553CA66F49AD87248672C4F86958B555F5DF25EFA7ACB76840020005000440046002065874EF63002>
  >>
  /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
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName (U.S. Web Coated \(SWOP\) v2)
      /DestinationProfileSelector /WorkingCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing false
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


