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What is the OCS Core DataFitness Deskside Support

. i ?
service? How does CoreDF relate to other OCS services: CoreDF analysts meet with medical reviewers to guide
The Office of Computational Science (OCS) : : : _ _ _ them through all aspects of the CoreDF reports. This
orovides CDER reviewers innovative and reliable _CoreDF IS an |mportar_1t component in the O(?S service portfolio which includes explanations of all summary, report and findings
solutions that improve and strengthen the scientific Includes Jumpstart, Kickstart, the OCS Service Desk and others. sections. Analysts also guide medical reviewers through
review process by integrating data, tools and Curr_ently, Co_reDF serves as the primary effort to provide au_tomated da_ta each finding in detail, explaining the meaning or potential
training. This poster details OCS’s Core DataFitness quality reporting to FDA m_edlcal reviewers for all new appllcatlor_]s. Itis impact of the finding. CoreDF analysts are also able to
(CoreDF) service, designed to help reviewers also a complementa}ry service to th(_a JumpStart and KickStart services, address medical reviewer’s questions in the session. These
understand the quality of clinical study data, both of which pro_V|de hlgh-tou_ch, m-dgpth_ support on d_ata quality and meetings and the opportunities to guide reviewers through
including identifying data conformance issues to data safet_y ar_1a|yses tatlored to spem_flc appllcz_mons for_a limited numbe_r of their CoreDF reports therein constitute the service
standards, early in the review cycle. The CoreDF app_llcatlons. _OCS ensures that its portfolio of services meets the V\_/lde component of the CoreDF service.
service includes: variety of reviewer needs through both automated processes and high-
Aset of data quality reports consisting of an touch, tarlored approaches. e .
overview tab and issue-specific reports Example Fmdmg Not Treated SUbJECtS
* Adeskside support session to help reviewers : . This example finding pertains to subjects who have values
navigate the reports Overview Tab of the Core DataFitness Reports for ARM and ACTARM that indicate they were treated but

e e who are missing records in the Exposure (EX) domain.
o pplication: NDA123456 ] ] ] -
Summary Section Study: ABC-001 This could indicate that the subjects were not treated or

that the subjects are truly missing exposure information.

The summary section contains useful links to A Phase Ill, Randomized, Double Blind, Placebo Controlled Study of New Therapy X Not t ted hiect I r | ¢
important documents, at-a-glance study information | rer— TR | | A cTARM. and ol subjects populated with & i
such as MedDRA version, subject counts and Documents Demographics ACI:TA}RMAC?[I]'(,Z\?QIII\/TU :)Jecltg populated \év't_h a;;regt)r(nent

Study Data Reviewer's Guide 5 (16.7%) of randomized subjects were not treated value 10r sSNOould nave recordas In tne
metadata abOUt the data paCkage' Define.xml 2 (6.7%) of randomized subjects are missing Subject Reference End d -

Date/Time (RFENDTC) omain.
° 1 (< 0.1%) of subjects are missing Date/Time of Informed Consent
Reports Section A |
No Exposure record found for subject
IStandards / Dictionaries Disposition o
RepOrtS are prOVidEd tO eXpedite Common medical SDTM'IG 313 8 (09%) Of diSpOSitiOﬂ statuses or prOtOCOI m”eStoneS are pOtentiaI El(nldGI.r;gA)) of randomized subjects were not treated
. . li
reviewer tasks. These include reports related to CDTM-CT 2017-00.95 e |
SuU bject deathS, adverse event and disposition Coding MedDRA 19.1 14 (2.0%) of treatments occurred after Date/Time of Last Study Treatment Missinguseful nformaton tospeed upyour own exlorationand analsi
; - - REXENDTC
quality reports, and a report listing supplemental Adierse Eventl UsUBJID ARM ACTARM
domains and variables included with the submission. e | 6 (< ()I.l%gI of adverse events have neither severity or toxicity grade 000-000-001 OBSERVATION COHORT OBSERVATION COHORT
. . ISubjects / Actual Arms populate 000-000-005 OBSERVATION COHORT OBSERVATION COHORT
These repOrtS enable mEdlCal reviewers to Complete 30 - Subjects 70 (12.0%) of events are missing end time-point 000-000-007 OBSERVATION COHORT OBSERVATION COHORT
Common reVIeW taSkS mOre qUICkIy and WIthOUt %:O-C;r;e)atment mg/kg/day L b 000-000-011 OBSERVATION COHORT OBSERVATION COHORT
: - - . - .0% aboratory
hang (0 Organlzea sort or JOIn data on thelr own. 15 - Placebo mg/kg/day (50.0%) 1 (< 0.1%) of baseline observations are missing Standard Results 000-008-0%> OESERVATION CoHORT CESERVATION ConoRT
I I ] (LBSTRESC) - - ~ =

These reports also hlghllgr_\t potential r_ecords of s Example Finding — Missing AE
Interest that would otherwise be very time- Datasets No significant findings . _
Consuming to |dent|fy 42 - Total Datasets |Other : : everlt TOXIClt :

3 - Custom Datasets 22 (100.0%) of derived variables in Define.xml are missing computational This example flndlng pertalnS to records In the Adverse

° ° l ith - 1 - 1
AdVe rSE EVe ntS COd | ng Qua I |ty 14 - Suppqual Datasets :I;qggL \r/T;iiabIe was not provided EventS (AE) dorn_al_n m|SS|ng ValueS fOr Se_Verlty o _
R t (AESEV) or Toxicity (AETOXGR). Severity or toxicity Is
R To Help Basic Revi - -
€por R Findines Section a required variable and should be collected on the CRF

The CoreDF reports includes an adverse event SCHVItIES . .
coding quality that contains a comparison of the Deaths T o ) _ and transmitted to the dataset. Records missing
Death S _ - - . .
- T AETERM aaainst the | ower L evel ST The findings section Is organized by domain severity/toxicity may be excluded from certain analyses or
eported Terms (AETERM) against the Lower Leve s Demographics, Disposition, Exposure, Adverse lead to discrepancies in results
Terms (AELLT) and Dictionary-Derived Terms Adverse Events Events, Laboratory, Vital Signs and Other. Each |
: ¢ ’ Adverse Events Coding Quality . . . PR . . .
(AﬁDECOD)- An al%orlthm ge‘I‘ler.ates a SCO{? from Disposition finding listed in the ‘Findings’ section 1s Neither AESEV or AETOXGR is populated
0 (““Could not match™) to 100 (“Direct Match”). Disposition Coding Quality hyperlinked to a detailed report of that finding. Finding
- - . 'Supplemental Info 6 (< 0.1%) of adverse events have neither severity or toxicity grade populated
Review teams can use this report to:
. i Supplemental Contents Impact
« Check how a specific reported term is coded Vgl el
e Check aII_ terms co_ded to a spec_ific AEDECOD Other Core DataFitness Efforts usmip A%5E S D AESTDTC
¢ SyStematlca”y reVIeW aII mapplng 000-000-009 2 axillary vein thrombosis Axillary vein thrombosis 2015-04-10
AT | Partnerships: OCS seeks to partner with more offices within CDER who oo
Study: ABC-001 Back to Summary - - - - - - - - .

Adverse Events Coding Quality are Interested in automated data validation in order to reduce the time it wower ¢ s
veseipten R - takes to understand the submission data package. OCS has already oomo | Fone vt
e e e et i et .|| Partnered with the Office of Clinical Pharmacology and the Office of
eport il o you to ot dawn an the mumber of erms 1o revew by cuting ot those wit higher scores, 1o Oncological Diseases to meet the more specific needs of these offices. Conclusion - Benefits of CoreDF Service
?gj;Riélgii}ndussiforthisr_epdorft_was prllejg]om iefiT:;lxr;\IID.RRAeport_coulds;jh:)wa:ditignal misma'ichesifthere is a discrepancy SDTM.t-O ADaM -Traceablllty: OCS IS Currently Work-lng to In.CIUde The CorEDF SerVice heIpS reViewerS understand the

traceability reporting as part of the CoreDF service. This reporting would quality of clinical study data, including identifying issues

. help reviewers trace Analysis Data Model (ADaM) data elements back to -

RepotedTerm(AETRM) MedDRA LL (AELT) (l\iEdDII:E)éI; Match Details Score Number of Rows th P SDTM - y ( ) rela.ted to Conformance to data Standards, early In th-e
e P : Cir SL TV origins. _ _ review cycle. By leveraging the CoreDF service reviewers
R apr 2 Nonclinical Data: OCS will expand the CoreDF service to support increase their understanding of the overall SDTM data
ceanent Cestrine ncressed___lood cetrine noresed P15 : nonclinical reviewers by providing a set of reports identifying data nackage, leading to more informed communications with
Intermittent Runny Nose Runny nose Rhinorrhoea E:all_zl-i_l;;'lWordmatCh 60 1 Conformance issues to Standard for EXChange Of NonCIinicaI Data (SEND) the applicant and the identificatiOn Of pOtentiaI
remteemimeons | Mweewes e g ® 1 In nonclinical studies early in the review cycle. information requests (IRS).
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