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Disclaimer	
  

•  The	
  opinions	
  expressed	
  here	
  represent	
  my	
  own	
  and	
  not	
  those	
  
of	
  my	
  employer.	
  

•  Humans	
  are	
  biased.	
  I’m	
  no	
  excep%on.	
  



Conduc%ng	
  Real	
  World	
  Safety	
  Studies	
  is	
  a	
  Sisyphean	
  Task	
  

(Modified	
  from	
  Nguyen,	
  2017)	
  

L1	
  only:	
  50	
  days	
  	
  
	
  
L1,	
  L2:	
  277-­‐741	
  days	
  	
  
	
  



The	
  Current	
  Evidence	
  Genera%on	
  Paradigm	
  is	
  Flawed	
  

(Source:	
  PersonalExcellence.co)	
  



Borrowing	
  Techniques	
  from	
  Other	
  Industries	
  

(Source:	
  Kukhnavets,	
  2016)	
  



Our	
  Primary	
  Experiment:	
  OHDSI	
  F2F	
  Study-­‐a-­‐thon	
  2018	
  

	
  
	
  
	
  
	
  
	
  
	
  
Common	
  goal:	
  generate	
  reliable	
  evidence	
  on	
  	
  
one	
  clinical	
  problem	
  (in	
  less	
  than	
  48	
  hours)	
  
	
  

Target	
  &	
  
Comparators	
  

Outcomes	
  

Nega=ve	
  
Controls	
  

Empirical	
  
Calibra=on	
  

Execu=ng	
  
Study	
  

Package	
  
Colla=ng	
  
Results	
  

Presented	
  on	
  May	
  18,	
  2018	
  OHDSI	
  Community	
  Call	
  

Publishing	
  
Results	
  



Our	
  Secondary	
  Experiment:	
  A	
  Study	
  on	
  Studies	
  

	
  
Understanding	
  researcher	
  percep%ons	
  on	
  the	
  quality,	
  accuracy	
  
and	
  reproducibility	
  of	
  real	
  world	
  evidence	
  genera%on	
  processes	
  
using	
  observa%onal	
  databases	
  



Baseline	
  Percep%ons	
  of	
  Observa%onal	
  Database	
  Studies	
  (N=44)	
  

•  Average	
  %me	
  to	
  complete	
  an	
  observa%onal	
  database	
  study:	
  257	
  days	
  
(range:	
  2	
  days	
  -­‐	
  1200	
  days)	
  

•  Researchers	
  reported	
  spending	
  an	
  average	
  of	
  50%	
  of	
  that	
  %me	
  on	
  planning	
  
(range:	
  10%	
  -­‐	
  95%)	
  and	
  the	
  remaining	
  %me	
  on	
  execu%on	
  

•  “Somewhat	
  confident”	
  (range:	
  3-­‐9;	
  median:	
  7;	
  average:	
  6.3)	
  about	
  the	
  
overall	
  quality	
  of	
  the	
  planning	
  process	
  of	
  their	
  last	
  study	
  

•  “Confident”	
  to	
  “very	
  confident”	
  in	
  the	
  exper%se	
  of	
  the	
  research	
  teams	
  
they	
  conducted	
  the	
  analysis	
  with	
  (range:	
  3-­‐10;	
  median:	
  8;	
  average:	
  7.6)	
  



Baseline	
  Percep%ons	
  of	
  Observa%onal	
  Database	
  Studies	
  (N=44)	
  

•  “Somewhat	
  confident”	
  in	
  the	
  representa%veness	
  of	
  the	
  pa%ent-­‐level	
  data	
  
used	
  in	
  their	
  analysis	
  (range:	
  2-­‐10;	
  median:	
  6;	
  average:	
  6.2)	
  

•  “Somewhat	
  confident”	
  in	
  the	
  robustness	
  of	
  their	
  analy%cs	
  methods	
  	
  
(range:	
  2-­‐10;	
  median:	
  8;	
  average:	
  7)	
  	
  

•  “Somewhat	
  confident”	
  in	
  the	
  reliability	
  of	
  the	
  results	
  generated	
  	
  
(range:	
  1-­‐10;	
  median:	
  7;	
  average:	
  6.6)	
  



Post-­‐test	
  Percep%on	
  of	
  Observa%onal	
  Database	
  Studies	
  (N=33)	
  

•  8	
  researchers	
  reported	
  this	
  was	
  their	
  first	
  observa%onal	
  database	
  study	
  

•  Expecta%ons	
  around	
  moving	
  from	
  study	
  planning	
  à	
  execu%on:	
  

	
  
	
  

Expected	
  Time	
  Elapsed	
   N	
   %	
  

<1	
  month	
   2	
   6.3%	
  

1-­‐3	
  months	
   3	
   9.4%	
  

4-­‐6	
  months	
   8	
   25%	
  

7-­‐9	
  months	
   8	
   25%	
  

10-­‐12	
  months	
   5	
   15.6%	
  

14-­‐16	
  months	
   0	
   0.0%	
  

16-­‐18	
  months	
   3	
   9.4%	
  

>=	
  19	
  months	
   3	
   9.4%	
  

75%	
  (n=25)	
  of	
  researchers	
  believed	
  
that	
  study	
  planning	
  %me	
  should	
  take	
  
up	
  at	
  least	
  half	
  of	
  the	
  total	
  %me	
  	
  



Post-­‐test	
  Percep%ons	
  of	
  Observa%onal	
  Database	
  Studies	
  (N=33)	
  

•  12	
  researchers	
  a=empted	
  to	
  execute	
  the	
  study	
  package	
  on	
  their	
  CDMs	
  

•  Of	
  these	
  contribu%ng	
  data	
  sources,	
  researchers	
  felt:	
  
–  “Very	
  confident”	
  (range:	
  8-­‐10;	
  median:	
  9;	
  average:	
  9)	
  in	
  the	
  representa%veness	
  of	
  
the	
  pa%ent-­‐level	
  data	
  

–  “Confident”	
  to	
  “very	
  confident”	
  (range:	
  6-­‐10;	
  median:	
  7.5;	
  average:	
  7.6)	
  in	
  the	
  
robustness	
  of	
  analy%cal	
  methods	
  

–  “Very	
  confident”	
  (range:	
  4-­‐10;	
  median:	
  8.4;	
  average:	
  8.5)	
  	
  in	
  the	
  overall	
  quality	
  of	
  
the	
  study-­‐a-­‐thon	
  planning	
  process	
  and	
  execu%on	
  

–  “Very	
  confident”	
  (range:	
  5-­‐10;	
  median:	
  8;	
  average:	
  7.9)	
  	
  in	
  the	
  exper%se	
  of	
  the	
  
study-­‐a-­‐thon	
  community	
  in	
  terms	
  of	
  stakeholder	
  perspec%ve,	
  depth	
  of	
  disciplinary	
  
background	
  

	
  
	
  



Post-­‐test	
  Percep%ons	
  of	
  Observa%onal	
  Database	
  Studies	
  (N=33)	
  

•  Would	
  study	
  par%cipants	
  use	
  the	
  study-­‐a-­‐thon	
  process	
  again?	
  
–  “Very	
  likely”	
  (range:	
  3-­‐5;	
  median:	
  5;	
  average:	
  4.5)	
  to	
  want	
  to	
  try	
  to	
  use	
  the	
  approach	
  
again	
  for	
  other	
  studies	
  compared	
  to	
  tradi%onal	
  research	
  process	
  

	
  

•  However,	
  researchers	
  noted	
  that	
  their	
  own	
  organiza%ons	
  may	
  be	
  less	
  
likely	
  (range:	
  2-­‐5;	
  median:	
  3;	
  average:	
  3.6)	
  to	
  use	
  this	
  process	
  



Key	
  Takeaways	
  

•  To	
  be	
  fair,	
  we	
  didn’t	
  actually	
  “finish”	
  the	
  full	
  study	
  

•  We	
  s%ll	
  need	
  to	
  do	
  more	
  data	
  characteriza%on	
  of	
  contribu%ng	
  
data	
  sources	
  to	
  understand	
  treatment	
  heterogeneity	
  	
  

•  You	
  can	
  generate	
  comparable	
  evidence	
  faster,	
  with	
  a	
  larger	
  
popula%on,	
  and	
  consuming	
  less	
  resources	
  

•  It’s	
  also	
  totally	
  possible	
  we	
  might	
  just	
  be	
  drinking	
  the	
  Kool-­‐Aid	
  

	
  



But	
  Great	
  Minds	
  Think	
  Alike…	
  

“The	
  ul?mate	
  goal	
  of	
  this	
  project	
  was	
  to	
  see	
  how	
  
mul?ple	
  datasets	
  represen?ng	
  different	
  data	
  sources	
  
and	
  popula?ons	
  could	
  contribute	
  more	
  complete	
  and	
  
reliable	
  understanding	
  to	
  an	
  important	
  current	
  
ques?on	
  in	
  cancer	
  care…”	
  

“We	
  chose	
  a	
  common	
  ques?on,	
  and	
  agreed	
  on	
  
common	
  analy?c	
  plans	
  and	
  common	
  outputs.”	
  

…	
  there	
  was	
  a	
  lot	
  of	
  enthusiasm	
  about	
  the	
  
collabora%on	
  and	
  how	
  quickly	
  the	
  work	
  itself	
  got	
  
done	
  (in	
  just	
  a	
  few	
  months!),	
  which	
  in	
  the	
  cancer	
  
research	
  world,	
  as	
  we	
  know,	
  is	
  virtually	
  unheard	
  of.	
  	
  

“…	
  there	
  was	
  a	
  lot	
  of	
  enthusiasm	
  about	
  the	
  
collabora?on	
  and	
  how	
  quickly	
  the	
  work	
  itself	
  got	
  
done	
  (in	
  just	
  a	
  few	
  months!),	
  which	
  in	
  the	
  cancer	
  
research	
  world,	
  as	
  we	
  know,	
  is	
  virtually	
  unheard	
  of.	
  ”	
  



Thank	
  You	
  to	
  Our	
  Village!	
  


