Programmers are from Mars and
Statisticians are from Venus
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Qutsourcing: Communication becomes a Headache
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Numbers Might Lie!
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Gaps when Multiple Teams were Involved
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Programmers

Clinical Programmers
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When Statisticians are Forced to Manage Programmers!!
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Understand the Story!
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When the Operation is Unsuccessful

—————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————

Subject § Treatment Duration (days)

: | Period 1 § Period 2 | Overall
- 001-001 o i 3 8 .
~ooi002 75 3 8
oo2001 o5 ... (5orMissing?)
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____________________________________________________________________________________________________________________________________________________________________________________________

Overall

Period 1 !_ Period 2 , (N=6)
| (N=6) i (N=5) i (+) i (sum)
- Treatment Duration (days) i ’ | ’
""" nnmiss 7 do s s el
_Mean 50 v 28 78 73
""" Standard Deviation 0.00 0.45 { 0.45 { 1.21 i
_Median 50 30 780 80
~ Min, Max 55 { 2.3 7.8 5,8

————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————
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Understand the Relationships!

Connected




Not all relationship are Complicated

____________________________________________________________________________________________________________________________________________________________________________________________

§ Treatment Placebo Total
| (N=10) (N=10) (N=20)
Alladverseevents _B5(300%) T(00%) __ 6(300%)
_Serious adverseevents & 0 0 [ I (|
_Treatment Emergent adverse events 2(200%) 1(100%) . 3(150%)
_Adverse Events leading to Death . 2(200%) . O i 2(100%)
_Table 3. Summary of Subject Disposition — Intent to Treat Population
Reason for Withdrawal Treatment Placebo Total
(N=10) (N=20)
LosttoFollow-up 1 T(100%) 0 1(80%)
_Withdrawal of Consent ~ © S S * F R A o
_ Protocol violation ¢ 2(200%) o 1(100%)  © 3(130%)
beath 1(100%) . @ 1(50%)
_Pnhysician decision ¢ o e o
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Do Not Re-invent the Wheel
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Static or Dynamic?

_Table 6. Summary of Adverse Events — Safety Population

System Organ Class Treatment § Placebo i Total
Preferred Term : (N=21) § (N=10) (N=31)
_General Disorders | 15(71.4%) e 5(90.0%) i 20(64.5%) |
_____ Fever . 12(571%) . 3(300%) | 15(48.4%)
Lceod 7(33.3%) i..3(00%) 10(32.3%)
Lungs T 2(95%) o 2(200%) T A(219%)
. Lung Carcinoma . 0 1(100%) . 1062%)
NotCoded T 2(95%) 1 4(100%) i 3(97%)
NotCoded | 20939%) 1(100%) . 3O7%)
"Note. Subjecis are counted once per System Organ Class and once per Preferred Term.
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Data Traps
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Qutliers or Liars?

___________________________________________________________________________________________________________________________________________________

________________________________________________________________________________________________________________________________________________

_____________________________________________

g Parameter i Treatment i Placebo Total
Statistic | (N=21) | (N=10) (N=31)

PR Interval (msec) : e
""" nmmiss 20" 10/0 301 '
Mean 0 23473 . 18334 18728
~ Standard Deviation | 35921 11.429 30.984 '
""" Median 18950 18040 7 189s0
_ Min,Max 7 1153,10050 . 1274,2083 | 115310050
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Thank You!
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ACCELERATING RESEARCH &
DEVELOPMENT




