Gantt chart format for biopharmaceutical development project. Schedule of events for a project shown in Gantt chart format including
the work breakdown by task and task identification (ID) number. The start and finish dates and the duration of each task are given in the
narrative listing. The right-hand panel depicts the project in chart format using solid bars to summarize the duration of a set of tasks (e.g.,
Research) and shaded bars to represent individual tasks. Diamonds represent milestones and arrows interconnect tasks to reveal dependen-

FIGURE 2.1

cies. Special computer software is used to compose complex Gantt charts.

ID ) Task Name Duration Start Finishs gg:%%ual)nee ]1asrtl QeuaMrt:lél
1 Research 50 days . Mon 3/14/11.  Fri 5/20/11
2 4 Confirm Efficacy 5wks  Mon3/14/11  Fri4/15/11 D
3 Test Blood Levels 5wks Mon4/18/11  Fri5/20/11
4 Quality Control 40 days Mon4/18/11  Fri6/10/11
5 Certify M9 Blood Assay 8wks  Mon4/18/11  Fri6/10/11
6 Develop M9 Tissue Assay 6wks Mon4/18/11  Fri5/27/11
7 Assays Completed 0 days Fri6/10/11  Fri6/10/11 6/10
8 Manufacturing 135days  Mon 1/17/11  Fri7/22/11
9 [FH Manufacture Pilot Lot 40 days . Mon 1/17/11'  Fri3/21/11 :
10 Manufacture Clinical Lot 40 days . Mon 5/30/11  Fri7/22/11 Ei:]
11 Product Available 0 days Fri7/22/11  Fri7/22/11 $7/22
12 Quality Assurance 70 days  Mon 3/14/11  Fri6/17/11
3 Audit Preclinical Site 3days Mon3/14/11  Fri4/1/11 il
14 Review Assay Certification Documents 5days  Mon6/13/11  Fri6/17/11 [
15 Preclinical 156 days  Mon 4/25/11 Mon 11/28/11 E
16 [Fd Write Protocol 8wks Mon4/25/11  Fri6/17/11
17 Perform Study 86 days . Mon 6/20/11 Mon 10/17/11
18 Order Animals 20 days . Mon 6/20/11:  Fri7/15/11 E q
19 Treat Animals 1days Mon7/25/11 Mon7/25/11 g
20 Observe Animals 60 days = Tue7/26/11 Mon 10/17/11
21 Write Report 6 wks - Tue 10/18/11 Mon 11/28/11
22 Preclinical Report Completed 0 days  Mon 11/28/11 Mon 11/28/11 11/28
23 Clinical 84 days  Mon 3/14/11.  Thu7/7/11
24 [EH Design Clinical Protocol 30 days Mon3/14/11  Fri4/22/11
25 Finish Clinical Protocol 14 days  Mon6/20/11  Thu7/7/11 ‘_]
26 Regulatory 41 days Tue11/29/11 Tue 1/24/12
27 Draft IND Sections 4 wks - Tue 11/29/11 Mon 12/26/11
28 Finish IND 21 days = Tue12/27/11  Tue1/24/12
29 Submit IND to FDA Odays Tuel/24/12 Tue1/24/12 ’ 1/24
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FIGURE 2.2

Timeline format for biopharmaceutical development project. This timeline format demonstrates in a linear pattern the various tasks, brack-
eted with labels or represented in the bars, and milestones seen as solid diamonds. This is done in software used to draw and prepare various
organization charts.
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FIGURE 2.3

PERT chart format for biopharmaceutical development project. This is one of several ways of depicting a Program Evaluation and Review
Technique (PERT) chart of a biotechnology project. Interrelationships are clearly delineated in this representation of the chart.
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