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ABSTRACT Figure 1. Lifecycle of clinical trial feasibility RESULTS

Background: Observational data has been used in support of various d In less than 9 months, the team has used ATLAS to answer over 20+

epidemiological studies including safety surveillance, cohort protocols/programs with regard to various criteria including assessing the

characterization and outcomes research. A novel use of observational 1. Protocol impact of individual protocol criteria, operational questions pertaining to

data that is enabled through the use of OHDSI tools in assessing clinical evaluated Screen shot of ATLAS cohort selection and population characteristics prior to drafting protocols.

trial feasibility. for clinical | [ —————— O The types of insights gained by various protocols are: insights of inclusion

Methods: Using the tools from the OHDSI network we are able to apply trial - | criteria, assessing Impact of changing criteria, and checking for adequate

standard methods to effectively assess inclusion criteria for a potential feasibility i match rates amongst the population found in the retrospective

clinical trial population. A case study example has been executed to | S - observational data cohort.

illustrate feasibility. e e - 1 Of the 4 inclusion criteria in the case study, 2 can be adequately be

Results: The result of using observational data has provided efficiencies e ggggfj:igr:gltggtgoms' Of the 5 exclusion criteria, S can be simulated in

In protocol design, the ability to address operational questions and et '

possibly avoid protocol amendments. The case study illustrates the ability 2. Concept = = - The overall match rate for this population is 56.60% based on the criteria

to adequately simulate 7 out of 9 criteria and provide insights around sets created B o entered (Table 1) and individual match criteria are displayed in Table 2 for

selected criteria. in ATLAS to prom— the Truven CCAE database (a large US commercially insured claims

Conclusion: Insights gained by protocol simulation can be adapted to aeiine e — T database)

enhance how clinical trials are designed and conducted. By using the mC.IUSIFm | [E_Se——— ' - T_he C”te'.“a tha_t have_lower than a 90% match rate WETE. no b'pOIE.‘r
criteria - — disorder in all time prior, no more than 3 previous antidepressants in all

common data model, standard vocabularies and OHDSI tools we are able

: . . . . time prior.
to deliver results in a standard, concise, timely and reproducible manner. P | _
Table 1. Summary of index population and match percentage
BACKGROUND Match rate N Index population
d The use of observational data Iin retrospective analyses have been 5. Results
. . . . ' ' Summary Statistics 56.60% 180,513 318,950
thoroughly explored and studied. Applying this data in the use of 5. ITCIUS'G" 4. RES”'“;_"E shared Y
o : At 1 rules are : . . .
Cllnlcal trlal feaS|b|I|ty haS been a new appllcatlon Of the data . dEfined in gi:lrell_f;e In with Table 2 |nclu5|on criteria from MDD protoco| Slmulatlon
on
d By utilizing the OMOP common data model (OMOP CDM) and the ATLAS erm eeee clinical % % To-
current OHDSI tools, the ability to utilize the data in clinical trial teams Inclusion Rule N Satisfied Gain
feasibility Is possible and can address operational questions, provide No current MDD with pychosis 309,510 97.04% 1.31%
Insight In overall population eligibility, impact protocol design, and No bipolar disorder in all time prior 282,586 88.60%  5.60%
possibly avoid protocol amendments for a clinical trial. Figure 2. MDD protocol from clinicaltrials.gov3 No current obsessive compulsive disorder 318,520 99.87% 0.07%
No current borderline personality disorder 316,888 99.35% 0.19%
METHODS No current eating disorder 314,022 98.45%  0.80%
. . . Lo . ClinicalTrials.gov | .. : -~ - : 0 0
D Typlcal Cllnlcal trlal fea‘SIbIIIty IIfeCyCIe (Flgure 1') A service of the U.S. National Ing;{I*.UEE'S of Health e o Advanced Search | Help Studies by Topic J."al-r:gcwsea B NO SChlzophrenla In a I tlme prlor . . 315’981 99.O7A) 0.21A)
. : - : : T e No substance abuse diagnosis 6 months prior to index 302,983 94.99% 2.39%
1.) Eligible protocols are identified In therapeutic areas that are i Studies About Clinieal Studies  Submit Studiee & About This Si , , SR
of interest to the organization throughout the clinical trial lifecycle B o s e T Mo ellEFnests @i suieds) eleabion in gRst 26 CerE SHERAe ceidlity  hse
from trial design through active trials facing recruitment An Efficacy and Safety Study of Sirukumab in Participants With Major Depressive Disorder No more than 3 previous antidepressants in all time prior 227,315 71.27% 22.16%
" - - - - PR No antidepressant use greater than 1825 days (60 months) all
Cha”enges_ Addltlona”y, review of Inclusion/exclusion criteria that This study is currently recruiting participants. (see Contacts and Locations) Clinical Trials.gov Identifier: i . P & i ( ) 310.340 97.30% 1.69%
can be addressed through the data elements available in the CDM PRI Sap—— NCT02473289 Ime prior , S N
data. — First received: June 12, 2015 )
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2.) Creation of concept sets and/or utilization of concept sets from Information provided by (Responsible Party): History of Changes d The ability to analyze clinical trial feasibility thorough observational data
standard vocabularies in ATLAS to describe the criteria set. i — may provide substantial insights in avoiding amendments, recruitment
o _ _ _ _ _ Eligibility Criteria ' inciusion Criteria: challenges and protocol design.
3.) Each criteria of interest is applied to the index population (or —————» - Participants must have a primary DSM-5 diagnosis of MDD _ . .
inclusion criteria) in ATLAS . Must have a HDRS fotal score greater than or equal to (>=) 18 at screening and predose at Day 1, as recorded by the remote indepencentrater = BY UTINIZING the common data model across various databases, the analysis
| Nt o ity stteon e st f syl staminaion et sty il e il ety s 12 end sccperemes s L0 0€ Simulated in different populations and geographies which can be
4.) The individual match percentages for each criteria and overall s T i Sl e e — | | CProsentable of recruitment regions.
match criterla are evaluated for each protocol. T i TS S S S SIS O The OHDSI tools can facilitate many assumptions in a protocol for clinical
_ o medical monitor before the subject is enrolled. If the FT4 value is out of range, the participant is not eligible trlal feaSIbIIIt a I’IOFI Wthh |S a Valuable ro OSItIOn The tOOIS rOVIde a
5.) Results are shared with clinical team. Exclusion Criteria yap € Prop _ P
D A d f - d - d d MDD I h —g  + Any other current Axis one psychiatric condition, including, but not limited to, MDD with current psychotic features, bipolar disorder (including Strong framework tO COndUCt the anaIySIS In a Standardlzed and
case study for a major clepressive disorcer (MDD) protocol has e e asugny  'cProducible manner.
bee n e nte red th rou g h th S p rocess an d resu ItS g ene rate d an d GAD.. F’post-Traumaltic S}'tress Disorder, Pe:sistent Depressive Disordler.pAEH:D. Sc:a::iatll-:j,'!hm:ie*t;g.l Disorder, Panicl Disc:rder ﬂ.’llth or *.v?tghout agoraphobia
evaluated; InCIUSIOn and eXCIUS|On Crlterla are ShOWﬂ |n Flgure 2 or Nicotine/Caffeine Dependence may be included, if the investigator considers MDD to be the primary diagnosis
. . . —_—  + A history of alcohol or substance use disorder (abuse/dependence) within 8 months prior to screening (nicotine and caffeine dependence are not
from clinicaltrials.gov. woryacs b ,, i g p REFERENCES | | |
—————— + A current or recent (within the past year) history of clinically significant suicidal ideation (corresponding to a score of >= 3 for ideation) or any 1. Doods J, Botteri F, DugaS M, Fritz F. A European |nvent0ry of commmon electronic health
Q The index population was defined as people having i o s o St i e e At A S S record data elements for clinical trial feasibility. Trials. 2014;15:18. PubMed PMID:
a condition occurrence of a primary condition of MDD in the 2014 nvestigator o | - 24410735. Pubmed Central PMCID: P|\/|C38957_O9. Epub 2014/01/15. eng. |
Calendar year between the ages Of 21 and 64 and W|th —_ Eﬂoret;ha:iifalle'ld a!‘l.lldzpressaﬁttreaifmzntitggadeq;ate dose and duration) in the current episode of depression (verified by the MGH-ATRQ) 2 Janssen Reseal’Ch & Development’ LLC An Efflcacy and Safety Study Of S”-ukumab Ta
| £ 180 d . All | tchi th tari ¢ al F—| © -OngT O cHien’mnor Coprensive opinode ~ T mone Participants With Major Depressive Disorder. In: ClinicalTrials.gov [Internet]. Bethesda
€as _ ays p_rlor. PEOp e_ ma ching OS€ CrIteria must also - cender i (MD): National Library of Medicine (US). 2000-[cited 2016 Sep 10]. Available from:
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Including the index. The latest event of MDD for each patient is the

index date used in evaluation. h—
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