IRB relational database

Purpose: The IRB relational database tracks all relevant paperwork and monitors
deadlines, durations between submission and approval, time lapsed since submission, Site
Pl trainings, and almost any aspect of the IRB process. Information for all sites or
specific to project, site, or region can be extracted and presented as reports. The database
is especially useful to track information at sites where the component submission
approach is utilized.

Relevance: Using a database for information storage can increase efficiency and improve
overall levels of organization, helping avoid delays as a result of missing time-sensitive
deadlines. Having this information instantly accessible can be useful for an audit.

Note: We have included broad information to start a database using Microsoft ACCESS,
including suggested tables, relationships, field names and data types, and a sample form
with tabs for specific aspects of the IRB process. All of these items can be modified to
best fit a particular research project and don’t represent the only way to organize a
database or data entry form. The Leszynski/Reddick naming convention is used
throughout. More information on the naming conventions can be found at:
http://msdn.microsoft.com/archive/default.asp?url=/archive/en-
us/dnaraccess/html/msdn_20naming.asp.

The next eight pages including the following information respectively: list of suggested
tables, basic relationships between the tables, three pages listing the field names, data
types and descriptions of tbIMAIN, the field names, data types and descriptions of
tbiISubmissioninfo, and a tabbed data entry form. Tabs were created to house relevant
information on an IRB, Site PI, data security, and AE/SAE/Complaint/Withdrawal
information and have been circled on the form. The tab approach breaks down the
information from tbIMAIN and keeps the form from getting too cluttered. The
Submission Info tab is a sub-report that allows users to enter multiple submission
information for one site. Look-up tables were created for information that is entered
repeatedly in order to ensure consistency in data entry. Using the “zoom” feature in
Adobe Acrobat Reader will allow users to read pages more clearly.

These process aids have been developed and refined over the course of our projects, and
we anticipate they will continue to evolve over time. Please feel free to use or adapt them
to your projects as necessary.


http://msdn.microsoft.com/archive/default.asp?url=/archive/en-us/dnaraccess/html/msdn_20naming.asp
http://msdn.microsoft.com/archive/default.asp?url=/archive/en-us/dnaraccess/html/msdn_20naming.asp

Suggested tables

Microsoft Access - [IRB Paper DB : Database (Access 2000 file format}]
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Chijects Mame | Descripkion | Modified | Created | Type
] Tables @ ECreate kable in Design view
] E'_J Create table by using wizard
_ﬁ'ﬂ Queries ]
E'_J Create kable by enkering data
= Forms =1  tblapprovedConsentType Look up table E/24/2007 2:57:59 PM 4/9/2007 10:59:50 .., Table
82  Reports =1 thlIREMName Look up kable 6/5/2007 2:52:31 PM 4/6/2007 1:53:44 PM Table
vﬂ Pages =] thiIRETYpe Look up kable FI23/2007 5:40:32 AM 642007 3:29:24 PM Table
7 Macros & thimaI 67 /2007 2:31:05 A 4/6/2007 1:32:16 PM Table
=1 thiPHILevel Look up kable TI23/2007 5:40:10 AM 642007 9:17:31 AM Table
&L Modules =1 tblProjectMameMumber Look up table 652007 2:37:23 PM 462007 1:56:45 PM  Table
Graups = thlRequestType Loak up table Sl24i2007 2:58:24 PM 41902007 9:23:37 AM Table
Gd Favorites H  thiReviewTvpe Look up kable 5/24/2007 2:53:30 PM 4M9/2007 2:24:09 AM Table
1 thlsite Look up table 6/5/2007 2:41:41 FM 4/6/2007 1:55:05 PM  Table
=1 thiSiteType Look up kable FI23/2007 5:40:22 AM 642007 3:07:52 PM Table
= thistudyPop Look up kable 6/4/2007 2:19:34 A 642007 9:06:49 AM Table
=1 tblsubmissionInfo "Mary" side of the relationship to thIMAIN 66 2007 10:46:08 AM 41902007 10:29:26 ... Table
=1 tblSubmissioniMethod Loak up table Sl24i2007 2:58:43 PM 41902007 11:06:23 ... Table
=1 thlsubmissionfesponsibility Look up kable 652007 2:30:29 PM 4/9/2007 :24:54 AM Table
= thlsubmissionType Look up table 512412007 2:58:55 PM 41902007 2:22:30 AM Table
1 thivISM Look up table 642007 9:15:00 AM 4/9/2007 10:23:07 .., Table




Suggested relationships
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I strapprovedConsent Type

stratudyPopulationType

strProjectMamelumber

sk ISH

skraite

skraitePIMame

strIREMame

strIRETrackID
strSubrnissionResponsibility
skrSubmissionfethod
strappravedConsentTyvpe
wsnHIPAALUEhOrizakion
bvkAppoved3ubjectMum
bvtEnrolledsubjectMum
derStudyClosedSite
skrSikeType
mem_omplaintswithdr awals
memadverseEvents
dtmSitePIAgres
dtrSitePIInstallation
strOtherDesignatedsStudyRales
skrSikePIEmail

skraitePIFax
wenSitePIOrientationC”hecklisk
dtrnChecklistCompletionDate
skrSikePIaddress
memsitePIMNotes

wanPHI

skrPHILewel
wsnDataSourcelnterviews
wenDatasourcesurvey i
ywenDataSourcevideo
wsnDataSourcesudio
wanDatasourcePhotographs
wsnDataSourceOther
wsnDataSourceTxTestResulks
strDatasourcelnfo
stratudyPopulation
wsnDataonMetwork,
strIRBAddressInfo

strsubmissionID
strSubmissionComponentMarnne
skrsubmissionType
dtmSubmission
dtrmIREReviewDate
dkrIREApprovalhate
dbmIRBExpirationDate
dbmAapprovallbrRec
vsnIRBApprovallkr
wsnSitePIIRBApprovalltr
wyanForwardadminsites
dtrmMextIRESubmissionDate
mem3ubmissionDescripkion
hlkapprovedsubmission
strRequestType
strReviewType
dbmRDApprowallke
wenRDApprovalLkbrdlways
vsnR.DFarwardadminsites
dtrmIREReceivedDate

| strSubmissionType

=
/ stiequestType
tbires
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Suggested field names, data types, and descriptions of tbIMAIN (1 of 3)

Microsoft Access - [tbIMAIN : Table]
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wsnSitePIorentationChecklist Yes Mo
demChecklistCompletionDate | Datef'Time

|| strSikePIAddress Mermo

memSikePIMNotes Mermo

Field Mame [ Daka Tvpe [ Descripkion

| #H strsubmissionID] Texk Created by: First letker of project, Site letter, # in consecutive arder, skarking with 1
|| steProjectMametumber Texk look-up Field | Project name {or abbreviation and funding #
|| skevISM Texk look-up field | Geographical region
|| skrSike Texk look-up field | Site name
|| strSikePIMName Texk Complete first and last name, including suffixes
| |strIRBMame Texk look-up Field | Official IRE name
| |strIRBTrackID Texk MumberLetter string assigned ta a submission by the IRE

strsubmissionResponsibility | Texk look-up field | Admin Site A&, Admin Site B, etc,

strSubmissioniMethod Texk look-up field | paper, online
| |strdpprovedConsentType | Text look-up Field | oral consent, writken consent, waiver of informed consent, waiver af informed writken consent
|| wsnHIPAAAULharization esMo Chechk if there exsits HIPAL authorization from subjeck OR. waiver of HIPAA authorization For the study has been granted by IRE
|| bytappovedSubjectium Murmber IRE approved # of subjects allowed to participate in the study AT THIS SITE
|| bytEnrall=dSubjecthum Mumber # of consented, enrolled subjects AT THIS SITE
|| dtmSkudyClosedSite [rate/ Time Date study was closed AT THIS SITE (project may still remain open at other sites)
|| strSikeType Text look-up Field
|| memCornplaintshyithdrawals | Memo Detail any information on complaints or withdrawals invalving this site
| |memAdwverseEvents Mema Detail any information on Adverse Events or Serious Adverse Events involving this site
| |dtmSitePIagres Dake|Time Date Site PI agreed to Site FI responsibilities. Mok alwawvs Formal, For example, may occur via email,
|| dtmnSitePIInstallation Dake|Time Date Site PI has completed all required trainings and other responsibilities and is able ko officially be Site P
| |strOtherDesignabedStudyRob Text Any additional roles the Site PI may be taking on in conjunction with being Site PI?
|| strSitePIEmail Texk Email address for Site PT

skrSitePIFax Texk Fax number For Sike P

Has the Site PI Orientation Checklisk been completed?

Dake Sike PI Orientation Checklist completed.

Insert all address info. Using text box approach For easy cut & paste,
Makes relating to Site PI



Suggested field names, data types, and descriptions of tbIMAIN (2 of 3)
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Field Mame | DataTvpe | Description |4
| [wsnPHI Yes/Mo Check if any level of PHI be utilized, accessed, collected, or generated as a park of the study o
| [strPHILevel Texk Select the most stringent level of PHI being used in the study, de-identified; limited; Fully identifiable
| |ysnDataSourcelnkerviews  Ves/No Provide more detail on this selection under “Data Source Infio” texkbo in Form
| |ysnDataSourcesurvey /O Yes/Mo Provide more detail on this selection under "Data Source Info" tesctbox in Form
| |wsnDataSourceideo Yes/Mo Provide more detail on this selection under "Data Source Info" tesctbox in Form
| |wsnDataSourceAudio YesiNo Provide more detail on this selection under "Data Source Info" textbo in Form
| [vsnDataSourcePhatographs | VesiMo Provide more detail on this selection under "Data Source Info" tesctbox in Form
| |wsnDataSourceCther Yes/Mo Provide more detail on this selection under "Data Source Info" tesctbox in Form
| [ysnDataSourceTxTestResults VesiMo Provide more detail on this selection under "Data Source Info" tesctbox in Form
| [strDataSourcelnfo Memo Brief descripkion of data source info and PHI levels, (interviews, surveys, medical records, audio, Hssue samples, test resulks) 1=
|| strStudyPopulation Texk Select one: Ya; Mon-¥4; Both W4 and non-Ya
|| ysnData0nMetworl, Yes/Mo Check if all project data is stored on HSRD network, behind Firewal
| |strIRBAddressInfo Memo Insert all address info. Using text box approach for easy cuk & paste,
| |byvtIRBPhonel Texk Phane number of IRE
| |bvtIRBPhone 1Ext Texk Extension of IRE Phone 1 (if applicable)
| |bytIRBPhoneZ Text Alternate phione number of IRE
| |bvtIRBPhoneZExt Texk Extension of IRE Phone 2 (if applicable)
| |bvtIRBFax Texk Fax number For IRE
| |strIRBGeneralEmai Texk General email address of IRE
| |hkIRBwebsite Hypetlink, Official IRE website
| [strIRBMEgSchedule Texk General schedule of IRE meeting, Le.: Every Wednesday? 1st & 3rd Fridays of the month?
| [strIRBSubmissionDeadline | Text zeneral submission deadline as determined by IRE. Generally several weeks prior ko expiration, Ie.: 2 weeks, 6 weeks, § weeks, etc,
| |strIRBTvpe Text look-up Figld - what kind of IRE? YA-in house; University affiliated; Other-Ya
| [strrIRBContactFirst Texk First name of IRE Contact - may or may nok be Chair or Administrator
| |strIRBContactLast Text Last name of IRE Contact
strIRBContackTitke Text Title of IRE Contact ]




Suggested field names, data types, and descriptions of tbIMAIN (3 of 3)
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Field Mame | Diaka Type | Descripkion
| |strIRBContactPhone Texk Phone number of IRE Conkack
| |strIRBContactPhoneE sk Text Extension of IRE Contact Phaone (f applicable)
| |strIRBContactErmail Texk Personal email address of IRE Contact
| |memMotes Memo Additional inforrmation
| |wsnIRBContackChecklist Yesiho Has the IRE Contact Checklist been completed?
| |wsnSkaffforPI Wes ko Zan designated research staff contact the IRE on behalf of the Site PI?
| |chrIRBApprovallnchudes Text What does IRE approval? Just VAMC? VAMC and CBOCs? Which CBOCs?
| |intComplainks Mumber # of complaints at this site
| |intWithdrawals Murnber # of subject withdrawals at this site
| |inkAEs Murnber # of adverse events at this site
|| strRDContackFirsk Text First name of R&D Conkack - may or may nok be Chair/ administrator
| |strRDContackl ask Tewk Last narne of R&D Contack
| |strRDConkactPhone Texk Phone number of R&D Conkact
| |strRDConkactPhoneExt Texk Extension of R&D Contact Phone (f applicable)
| |strRDConkackErmail Texk Personal email address of R0 Conkact
| |strRD&ddress Text Insert all address info. Using text box approach For easy cut & paste,
| |bytRDFax Texk Fax number For R&D Commitkee
| |strRDMeetingSchedule Text General schedule of R&0 meeting, I.e.: Every Wednesday? 1sk & 3rd Fridaws of the month?
| |strRDSubmissionDeadline Texk zeneral submission deadline as determined by RED Committee,
| |strRDChair Texk Wha is the R&D Committee Chair?
| |memRDMokes Memo Any additional information on R&D Committee & process not already captured
| |strRD&pprovallkrPolicy Text Mokes on how and when this R&D generates approval letkers




Suggested field names, data types, and descriptions of tblSubmissionInfo

Microsoft Access - [tblSubmissionInfo : Table]
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Field Mame | DataTvpe | Descripkion

|| strSubmissionID Text This Fareign key connects ko the chrID primary key in bable MAIH
| [strSubmissionComponentiarr Text Mame of component submission - shark & brief!
| [strSubmissionTvpe Text look-up Field | component; initial; modification-amendment; renewal
| [dEmSubmission Date|Time Date submitted to IRE
| [dtmIREReviewDate Date/Time Date reviewed by IRE - usually indicated by IRE meeting schedule
|| dtmIREApRrovalDate Drate) Time Date approved by IRE - officially indicated on IRE submission with signature from IRE chair
|| dtmIREE:pirationDate Drate) Time Dake IRE approval will expire - officially indicated on IRE submission
| [dtmApprovalltrRec Crate| Time Drate study skaff received IRE approved submission
| [vsnIRBApprovalltr Yes/Ho Check if IRE approval letter has been received by study skaff
| [wsnSitePIIRBApprowvalLtr Yes Ho Check if Site PT has received a copy of the IRE Approval Letter
| [vsnForwardadminsites es Ho Check if IRE information has been forwarded to other administrative sites
|| dtmMextIRESubmissionCake | Date Time Date of next IRE reguired submission
| |memSubmissionDescription | Mema For any additional submission information
| [hiképprovedSubmission Hyperlink, Scan signed, approved submission inka a POF & bvperlink.
| [strRequestTvpe Text loak-up field [ exempt; expedited; full commitkes
| [strReviewTvpe Text look-up Field | exempt; expedited; Full committes
| [dtmRDapprovalLtr Date/Time Date of R&D Approval
| [vsnRDapprovallkralways es Ho Is an R&D approval letter {and date) generated for every IRE submission (initial, modification, renewal, etc.)? If ves, enter date as well.
| |vsnRDForwardfdminsites | Yes Mo Check if R&D approvval letter has been Forwarded to other administrative sites (applies only if R&D letker has been generated)
|| dtrIRBReceivedDate Drate) Time Dake submission was received by IRE (usually stamped on application, or noted in the approval lekter)




Suggested tabbed data entry form
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Submission ID |R—F—1| Site |Seatth3J Wy = Submission Responsibility |Seattle ;l
Projeckt |ReTIDES (MNT 03-215) =] sSitePIName | Submission Method |Paper =
YISN Im Site Type |.ﬁ.dmin,|'C0ntr0| ;l Appoval for "N" Subjects |
IRE Name | 1 Approved Consent Type Im “N" Subjects Enrolled I
IRB ID [ HIPAA Authorization I~ Date Site Closed |
Submission Info I IRE Info | %A RD Infa | Site PI Infa | Data Security Info | AE, SAE, Complaint, Withdrawal Info | IRE Approved Research Staff |
P submission Mame |Initia| Protocal Submission il ﬂ
Submission Tvpe |Initia| JEa |
Submission Cate | 3232005
IRE Received Submission Date I SI23/2008
IRE to Review Date | 4/13/2005
Review Type Requested IFuII Committes ;l
IRE Review Type |Fl.||| Commitkes |
IRE Approval Date | 44132005 Jid|
IREB Approval Expiration Date | 4,/12;/2006 RD Appraval Ltr For al
T N ovart dua. esRb iatss
Hyperlink ko IRE Approval L | IM For more on this policy
Site P1 has IRE Approval Ltr? i RD Approval Lir Date [ &/16/2005
Admin Sites have IRE Approval Ler W Adrmin Sikes have RD Approval Lire W
=]
Record: 14| 4 [ 1 e |ei]e#]|of 3
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