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ePRO CONSORTIUM METHODS RESULTS
- The ePRO Consortium was established within the Critical Path Table 1: Search terms  Qualitative synthesis included 12 studies, rather than the originally projected 15, as several studies
Institute (C-Path) in 2011 to advance the quality, practicality, and _ iIncluded results from overlapping projects.
acceptability of electronic data capture methods used in clinical Step Search JEFmS « (Categories were not mutually exclusive and studies could be counted in more than one category.
tnals for endpo|nt assessment. 1 Pat|ent RepOrted OUtCOme MeasureS[MeSH] OR
« The ePRO Consortium’s members are firms that provide Psychometrics[MeSH] OR Patient Outcome Assessment[MeSH] Table 2: Study characteristics
elect.ronic data co!lection technologi_es an_d _services to the OR Surveys and Questionnaires[MeSH] Study Characteristic Studies (n=12) | Percent (%)
medical products industry for capturing clinical outcome 2 Burden[ALL] .
assessment (COA)-based endpoints in clinical trials. 3 (1) AND (2) Method of Data Collection
« Current members of the ePRO Consortium include: .assistek, A patient Preference[MeSH] OR Patient Participation[MeSH] OR Electronic 10 33
Bracket, CRF Health, ERT, ICON, MedAvante, Medidata and P
YPrime. Patient Compliance[MeSH] Paper 4 33
5 (3) AND (4) Electronic, paper, and face-to-face interview 1 8
OBJECTIVE 6 (5) duplicates removed Mode of Administration
L . . 7 6) limited to English language
* In order to characterize important aspects of the clinical trial 3 (7) imited to h 5 sUds Personal computer/laptop 4 33
subject’s experience, this review sought to identify published (7) limited to human(s) Tablet 3 25
reports of the subject-perceived burden when completing Smartphone/handheld 1 3
patient-reported outcome (PRQO) measures electronically as part RESULTS . :
of a clinical trial protocol _ _ . . Interactive voice response 1 3
' Figure 1: Preferred Reporting ltems for Systematic Reviews and Meta-Analyses Paper 3 75
(PRISMA) diagram ——
METHODS — Combination of modes 1 8
. This literature search was conducted in PubMed/MEDLINE, 5 e e e Gk 1 Type of Measure
Embase, CINAHL, and PsycINFO databases. (See Table 1.) E dat abase searching through other sources Survey/questionnaire (one-time measure) 10 83
» Asecondary search was conducted on supplementary sources = e iyt Diary (daily, repeated questionnaire) 3 25
iIncluding reference lists of key articles and conference =
abstracts. - Type of Study
« Abstract and full-text reviews were completed and study data — P " Clinical trial 5 41
PR— ecords after duplicates remov )
collated. (n=865) Randomized 4 33
Inclusion Criteria: | - N o - 0 0
« Study measured patient-reported outcomes and/or study £ l _ :
addressed barriers to clinical trial participation g RE":;::E ;E"]"de" Prevention trial 2 17
*  Study measured patient burden in terms of device use, length 3 Recordsscreened | ¥ 822 excluded, title review Behavioral health intervention 0 0
of TOOl/meaSUre, or time (n=865) 18 excluded, abstract review Qualitative 4 33
. Enlgljlishtlang.l:agle Quantitative 5 41
 Full-text available —
. Therapeutic/Disease Area
* Limited to humans Fulltext articles Fulktext articles excluded, C 6 50
Exclusion Criteria: £ v S SENassec with reasons ancer
— for elgibility ] (n=10)
»  Not peer-reviewed literature (e.g., letter to editor, Ey (n=25) Sactar t0aditoc. sbatracts Other 6 >0
opinion/editorial) N opinion paper) Subject Burden Description
= Time 9 /5
REFERENCES J— | Device use 10 83
of the Electionic Patient-Reported Outcomes from Cancer Sunivors (SPOGS) Syster. Journal of Medial memet Studies included in Length of measure 4 33
g:rstzirgh.,, 1e’[5(a1lf)z,2(6)32)(?.Compu’[erized Assessment of Quality of Life in Oncology Patients and Carers. Psycho- E quali'te:;tr'lw Efgrhﬁs
Oncology, 17, 26-33. | | o | . "E =
;:‘.Le;gflclgn j(’; jrln ;?g(;gé;r;ﬁgg:?ogﬁta% (2.)9)If;rgg_r11|t7oor'|ng and Adherence With I.-Iand-held Computers: A Pilot Study. 2 C ON CLUSI ONS
f\il;e;;jhy,A I,Dﬂ;l’[C ZII:’ ﬁggggalssae %2%;’:; ,Ij%(g;?ségzlj_gg}é'wst as Good as a 7-day Diary? Menopause: The Journal of the | | - | . |
Grant, M. and Booth, A. (2009). A typology of reviews: an analysis of 14 review types and associated methodologies. ] * Th|S review demOnStrated dn eX|St|ng gap N the I|terature on hOW tO deﬂne and measure the
Health and Information Libraries Journal, 26, 91-108. . ) . . Y . .
?ﬁ;}gd;\’/fa}qg; sl;d(i%gf)’b%ss;oi8l\(lg;/e7l1'I'§_c7h1ngology-Based Techniques to Improve Alcohol-related Outcomes in Clinical STUDY LIMITATIONS -SI-Ubéef[:t Sfburdtend.()f Cﬁmp|etﬂ’19 PI?% ::neda:surﬁs eleCtronlctil.ly within (i“rgcal trlatlsa' i 1
(I-:Iahn: =, etal (2007). The ija;t of Litire;CGy;;)n Health-Related Quality of Life Measurement and Outcomes in  No stand-alone qualitative studies which focused on the question of gaining a (r)1 q aret, ne(;/v > g |ets ra]}’er an err:cpre PI(:){ O'rne]g dé rcr)]fe(?asgecolIlescftzizrrlcc?rpc.omorrr?eentselé c;isrzcs)ggrch(e)rs’
HZEﬁ,e:E.,aet![eer:ITS(.Zng){tyl'r?e 'I'Ialekings'l?(furcczh,scre(e%,:AN-ew Approach to Outcomes Assessment in Low Literacy. Psycho- patien’[’s perSpeC’[ive on USing electronic devices. uerCeeSti)nSSOl; V{leh(;t F:heeiuel’dceen :Z) tehe subiect miaht have been
I(-I)gIICLCJ)rlr?:ql\}/ﬁ):]?e,:ESI:-{?,Se't al. (2013). Improving Completion Rates for Client Intake Forms Through Audio Computer- ° Sma” number of studies were returned from the literature database searches and o E| p to date th IS N niversall J t g m r f . biect burden when mbpletin PRO
,Ib_\lsésé;z’;?ecirséeg-;r;tl%r/vigév(G(,)ACjé_SSIg: Results from a Pilot Study with the Avon Breast Health Outreach Program. Journal for further citation searches may yleld a qua”tative StUdy deSigned to assess the patient owever, Ol ai:e .erﬁ IS NO universally accepte €asure ol subject buraen wnhen completing
Hjermstad, M., et al (201.,2). Cor.np_uter-bassed Sy?ptcér;é;%escssrgent is Fe?sifbllae in Patie;ts with Alc\i/lvanced CancA?Arr: perspective on the use of electronic devices. . r;\e?ﬁures elecC LOnlCa yd ST ods to I o the dedr  burden of o
oo gos, e Mdoenter Biud e EFLHEESA Soumaloran ang Symplom Management 5>« Two-thirds of the studies included in this review were conducted in the US. There utr). e{ reshearcpé:gn da[[ n er][ Irylgg Im etr %.S I(I) .nealgrl:. ° | tre' Ieg e orburden placed o
e e e o Faeairators Sy dg, =g computers. smarphones. andintemet fo partiipate in GOFD may be limited generalizability to other populations regarding the burdens of Subjects when ala IS captured electronically in clinical trials.
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