UNDERSTANDING AND ADDRESSING REGULATORY QUESTIONS IN THE USE OF TECHNOLOGY
SOLUTIONS TO COLLECT PATIENT REPORTED OUTCOM ES DATA David Stein', Bill Byrom?, Keith Wenzel’, Howard Goldberg'

'ClinPhone Inc, Princeton, NJ, USA. *ClinPhone Group Limited, Nottingham, UK. *ClinPhone Inc, Chicago, IL, USA.
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INTRODUCTION ePRO considerations Data qual/ty and lntegrlty enhancement

Patient reported outcomes (PRO) data can be an important component of efficacy evidence Site 1 Site 2 ite 3 Site Models for administering ePRO are described in figure 1. Centralized - Built-in data logic and consistency checks can improve data quality.
in regulatory drug submissions. These data can represent the primary study endpoints where _ _ _ _ solutions hosted by Sponsors or third parties that ensure a seamless audit Retrospective and prospective data entrv can be limited or prohibited. enhancing data intedrit
there are no objective markers of symptoms (eqg. rhinitis) or no objective measures of the =] trail and prevent any manipulation of data outside the system, enable an P Prosp y P ’ g grty-
impact of symptoms (eg. sexual dysfunction). PRO data are also valuable secondary Concerns: investigator to retain “ownership” of these data. - Real-time data access enables diary compliance to be assessed. Proactive encouragement of patients to
endpoints in therapy areas where diseases can be characterized by several possible measures + Impractical . : . comply with the diary schedule can be achieved by site reminders, out-bound telephone operators, SMS
(eg. asthma) Heavy IT burden on Investigators To ensure this, Investigators should be given: and email (step [3])
‘ ' lidation and standardizati . : '
: : : : . :)ata - at'(;.n anf Stahn alr 'Zatlodn d - An understanding of the data capture process, security features, L , _ . _
This poster explores the benefits of electronic PRO (ePRO) data collection and associated * Inconsistent quality of technology and procedures - Sophisticated branching and question-skipping is possible.

patient authentication control and data quality processes

regulatory questions, and their potential solution, with particular reference to the use of
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Site 1 Site 2 Site 3 o - A certified copy of the data for site archive :
BEN EFITS OF ELECTRON IC SO LUTIONS \ 1 / (figure 2, Steps [5] and [6]) Data Report Medium Frequency
: b . . I-time.
L . o , , Concerns: \ / IVR ePRO data can be made available to A Wb report :;:jvr:f: ) dz::::ec:jf:e y eatime
The n?os‘t common application of PRO utilizes paper diaries, instruments a.nd questionnaires. . Conflict of interest Investigators in a variety of ways to suit
The limitations of paper have been well documented and can result in erroneous data + Undermines data validity the needs of the study site (table 1) B On demand report Fax / secure emai Erp—,
collection, invention of data as well as low (true) compliance levels [1,2]. 3 FIGURE 2. IVR ePRO solution functionality Importantly, solutions should enable (requested via IVR call made by site)
Electronic solutions are acknowledged to address many of the quality and integrity concerns [4] Reminders from Investigative Staff or Phone Ranger EffECtl\{e data access to sites WI'Fh (A F) R ——————— o — e
of requlators associated with paper diaries: Site 1 Site 2 Site 3 Site and without (B, C, D, E) internet
e e e e Connectivity POSt-StUdy certified D Scheduled data report Fax / secure email As defined. (E.g. Weekly).
. . . . . [2] Subject ’
The timeliness of dlary entry can be measured ‘\V\/V/V = Investigative [1] Enrol subjects diary entries Subjects copies of ePRO data should be 5upp|ied E Scheduled data report PDF on secure CD-ROM As defined. (E.g. Weekly).
- Retrospective data entry can be limited f”i;’; esponsibiity of thid pay Sponsor Staff ‘\ gnl SP—ROMd md secure PdDF flle; F  EDC integration Secure XML transfer. Real-time.
- Prospective diary entry can be prohibited . . \ mcdl'Jt tlngI study data, metadata an
: audit trail.
- Conflicting and ambiguous data can be eliminated - 5=E§§ dc‘t*"lt:ra' \ .
o= dlabase
Common ePRO solutions include IVR systems [3] and hand-held devices (PDAs). IVR ePRO IVR ePRO SOLUTION \ [3] ; = [5]s
. . . on-complianc E :: ecure
data have been submitted successfully to FDA as a component of new drug applications [4]. Figure 2 illustrates how IVR provides an Phone Ranger compliance [Grlo;tcslimafg: _§f reporting CONCLUSIONS
effective means of patient recorded data e e ePRO solutions offer enormous potential to improve the quality and integrity of patient self-report data
: : 1. Investigative staff enroll subjects by dialling into the central database ’
SOURCE DATA RESPONSIBILITIES collection. IVR has successfully been used in a 2. Subjects call to make diary entries at required intervals This benefits Investigators Spoelsors and Regpulators. g\pproﬁ)riate appglica)ftion pof ePRO canpmaintain
variety of therapy dreas ir.1cluding irritqble 3 fgllstlitr:;?gjltlb?)turneéqlégﬁtiet%n:ﬁdtenrgg(e;;gnlogaaon;rzh)ansclag'glr;gﬂg:'r!/aflasg) Investigator “ownership” of PRO data. FDA are currently discussing formal guidance on the use of ePRO.
Diary data are defined as source data in ICH GCP. This means Investigators are responsible bowel syndrome [5], insomnia [4], depression be sent to subjects’ mobile phones. g Investigator or Sponsor
for these data, should review these data along with other clinical data, and should be able to [6] and for cognitive function testing [7]. ? Eon_cﬁmﬁ“f];;sumea's aredfénow?djup by Investigator vi b
. . . . Centrally neld aata reviewed In real-time by Investigator via secure web reports
make these data available to an on-site regulatory auditor. . o 6. On-demand reports requested via IVR cal REFERENCES
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