ID Task Name Duration |10Q10 2010 3010

o Jan | Feb [ Mar Apr | May Jun Jul
1 Overall program 1day? 'I
2 Managing Relationships and Optimizing Communi-cations 1day? .I
3 Create a collaborative, multidisciplinary environment that fost 1 day? |]
4 Determining and Managing Process 1day? .I
5 Educate stakeholders about how Profiles are documented an 1 day? |]
6 Adopt a statistically rigorous framework for determining sourc 1 day? |]
7 Utilize principles from imaging science to understand informa 1 day? |]
8 Lay out a process for certification of compliance to the Profile 1 day? |]
9 Working to Establish Regulatory Pathways 1day? 'I
10 Clarify and optimize the regulatory pathway for IBs to enter th 1 day? |]
11 Process guidance with regulatory agencies inclusive of drug ( 1 day? |]
12 e.g., the ability to utilize data collected for qualification in devi 1 day? |]
13 Plan and hold workshops with FDA; topics to include methodt 1 day? |]
14 Coordinating Quantitative Imaging Biomarker Evaluation 1day? .I
15 Develop ways of working, organizing, etc. across the various 1 day? |]
16 Oversee outputs and WIPs of teams 1 day? |]
17 Provide administrative support of Wiki 1 day? |]
18 Provide meeting support (e.g., QIBA Annual Meeting in May, 1 day? |]
19 Develop and maintain a national repository of QIBs data and 1 day? |]
20 Exploring Self-funding Models to Maintain Forward Progress 1day? .I
21 Conduct a strategic planning or roadmapping process, part of 1 day? |]
22 Disease area-specific 1day? .I
23 Oncology 1 day? 'I
24 Set the clinical context for the therapeutic area 1 day? |]
25 Based on the clinical context, identify and prioritize biomarker 1 day? |]
26 Cardio-vascular 1 day? .I
29 Neurology 1 day? 'I
32 Pulmonary (e.g., COPD) 1 day? .I
35 Musculo-skeletal (e.g., OA) 1day? 'I
38 Biomarker-specific 425 days? —-
39 VIA using Quantitative CT 425 days? —-
40 Profiling 1 day? .I
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41 UPICT Protocol 1 day? |]
42 QIBA Profile 1 day? .I
43 Late stage lung 1 day? |]
44 Neo-adjuvant lung 1 day? |]
45 Collect open image archives, grouped by “acceptable”, “ 1day? 'I
50 Validation roadmap 1 day? .I
51 Technical Characteristics and Standards Groundwor 1day? 'I
52 Phantom development 1 day? |]
53 Characterize across acquisition setups (e.g., single- 1 day? |]
54 Short-term reproducibility (e.g., coffee-break ala 1B 1 day? |]
55 Multi-center phantoms (e.g., 1C) 1 day? |]
56 Meta-analysis / multi-algorithms (3A) 1 day? |]
57 Clinical Performance Groundwork (sensitivity and sg 1day? 'I
58 Definition of clinical context and indications for use | 1 day? |]
59 Clinical Efficacy Groundwork 1day? 'I
60 Meta-analysis on retrospective analysis of data" 1day? .I
61 Correlation with clinical outcome 1 day? |]
62 Device compliance (i.e., use in both drug dev and in indiv 1day? .I
63 Compliance testing method and capabilities 1 day? |]
64 Post-processing on standard data sets 1 day? |]
65 Traceable phantom acquisitions 1 day? |]
66 Software version tracking 1 day? |]
67 Synthetic digital reference object 1 day? |]
68 Qualification (i.e., use in drug development use cases) 425 days —-
69 1) Informal discussion of a potential biomarker sponsor v 2 wks QIBA,Agency
70 Request letter 121 days I
71 A) Declaratory information about the class of tests | 1 mon
72 Compose letter 1 mon IBA
73 Review within QIBA 6 wks QIBA
74 2) Biomarker Sponsor submits to BQC a written req 1 day Agency
75 3) BQC evaluates qualification request. 1 mon Agency
76 4) Biomarker Qualification Management Team (BQ! 1 mon Agen
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77 5) Biomarker Qualification Review Team (BQRT) re 1 mon |:_
78 Briefing Document 165 days I
79 B) Phantom and other controlled condition supporti 0.5 mons [:l_
80 C) Implement and refine protocols for the intended 1 0.33 mons []_Q
81 D) Process map detailing steps contemplated to su; 0.5 mons [:}
82 E) Clinical Performance Groundwork to characterize 0.33 mons []_Q
83 Compose Briefing Document 9 wks IIQ;QI
84 Review within QIBA 1 mon [:
85 6) BQ Project Manger schedules face-to-face meeti 1 mon
86 7) BQRT evaluates the briefing document and prepi 1 mon
87 8) BQRT and Sponsor BQDS Meeting. 2 days
88 9) BQRT identifies and requests additional data fror 1 mon
89 Iterate document 1 mon
90 Re-review with BQRT 1 mon
91 Full Data Package 282 days .-
102 Signoff Letter and Deployment 40 days
105 SUV using Quantitative FDG-PET 425 days? —-
170 Ktrans using Quantitative DCE-MRI 1day? .I
198 Densitometry using Quantitative CT (a.k.a., "COPD/Asthma") 1day? 'I
226 BOLD using Quantitative fMRI 1 day? .I
254 Elastography using Quantitative Acoustic-MRI 1day? 'I
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