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Agenda	
  

Topic	
  	
   Presenter 	
  	
  

Submission	
  and	
  Review	
  Workflows	
  at	
  the	
  FDA	
   KrisI	
  Johnson	
  

Current	
  State	
  of	
  SEND	
  in	
  the	
  Industry	
  	
   KrisI	
  Johnson	
  

Challenges	
  in	
  Preparing	
  SEND	
  Datasets	
  and	
  CRO-­‐Sponsor	
  
Workflows	
  to	
  Improve	
  Data	
  Quality	
   KrisI	
  Johnson	
  

PerspecIves	
  from	
  a	
  CRO	
   Michael	
  Dorato	
  

Summary,	
  Q&A	
   All	
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Data	
  flow	
  at	
  the	
  FDA	
  from	
  submission	
  to	
  review	
  

Diagram	
  courtesy	
  of	
  Booz	
  Allen	
  Hamilton	
  on	
  behalf	
  of	
  FDA	
  CDER	
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SEND	
  Study	
  Data	
  Review	
  Workflows	
  at	
  FDA	
  CDER	
  
ü  SEND	
  datasets	
  packaged	
  in	
  the	
  M4	
  folder	
  of	
  eCTD	
  submissions	
  are	
  received	
  

ü  The	
  Portes	
  soZware	
  versions	
  the	
  available	
  studies	
  in	
  the	
  submissions	
  

ü  NIMS	
  picks	
  up	
  new	
  studies	
  from	
  Portes	
  through	
  automated	
  workflows	
  

ü  All	
  SEND	
  files	
  are	
  validated	
  against	
  CDISC	
  and	
  FDA	
  validaIon	
  rules	
  
§  Dashboard	
  populated	
  	
  

§  ValidaIon	
  reports,	
  Define.xml	
  and	
  SDRG	
  files	
  are	
  made	
  available	
  

§  Studies	
  with	
  “no	
  validaIon	
  errors”	
  are	
  loaded	
  and	
  ready	
  for	
  pharm/tox	
  review	
  

§  Studies	
  with	
  “validaIon	
  errors”	
  are	
  not	
  loaded;	
  returned	
  to	
  submicer	
  

ü  Reviewers	
  access	
  study	
  data	
  through	
  tools	
  like	
  the	
  ToxVision	
  SEND	
  data	
  
browser	
  

§  Review	
  tabulated	
  or	
  graphical	
  views	
  of	
  findings	
  and	
  signals	
  

§  Create	
  clubbed	
  groups	
  or	
  generate	
  “sponsor	
  groups”	
  with	
  exclusions	
  

§  Check	
  against	
  Study	
  Report	
  to	
  verify	
  signals	
  of	
  interest	
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PotenIal	
  Data	
  Problems	
  &	
  Consequences	
  to	
  Sponsors	
  
ü  ValidaIon	
  checks	
  only	
  assess	
  the	
  data	
  format	
  against	
  rules	
  

§  Failure	
  means	
  the	
  data	
  will	
  not	
  be	
  loaded	
  for	
  review	
  
§  Success	
  can	
  sIll	
  mean	
  issues	
  at	
  other	
  stages	
  

ü  Define.xml	
  and	
  study	
  data	
  files	
  do	
  not	
  match	
  (missing,	
  or	
  unexpected	
  domains)	
  

ü  If	
  reviewers	
  discover	
  variance	
  in	
  summary	
  data	
  between	
  re-­‐consItuted	
  SEND	
  
trial	
  sets	
  to	
  sponsor	
  defined	
  groups	
  in	
  the	
  study	
  report	
  –	
  Raises	
  ques)ons	
  
about	
  the	
  submission!	
  

ü  If	
  reviewers	
  see	
  a	
  signal	
  in	
  Lab-­‐test	
  data	
  or	
  incidence	
  counts	
  not	
  visible	
  in	
  the	
  
study	
  report	
  individual	
  subject	
  results	
  –	
  Raises	
  ques)ons	
  about	
  the	
  submission!	
  
§  Why	
  are	
  the	
  individual	
  data	
  not	
  the	
  same	
  in	
  SEND	
  and	
  Study	
  Report?	
  

ü  If	
  there	
  are	
  insufficient	
  domains	
  or	
  data	
  for	
  the	
  purposes	
  of	
  review	
  and	
  if	
  the	
  
data	
  is	
  available	
  in	
  the	
  study	
  report	
  –	
  Raises	
  possible	
  request	
  for	
  addi)onal	
  
data	
  to	
  be	
  submi6ed	
  



©	
  2015	
  PointCross.	
  	
  All	
  Rights	
  Reserved.	
  	
  PuQng	
  Knowledge	
  to	
  Work	
  6	
  PointCross	
  Life	
  Sciences	
  

Current	
  Industry	
  SituaIon	
  regarding	
  SEND	
  

1.  Increasing	
  evidence	
  that	
  validaIng	
  a	
  SEND	
  dataset	
  for	
  conformance	
  to	
  the	
  

standard	
  is	
  necessary	
  but	
  simply	
  not	
  sufficient	
  to	
  be	
  SEND	
  ready	
  	
  

§  SEND	
  datasets	
  that	
  do	
  not	
  match	
  tabulated	
  data	
  in	
  the	
  reports	
  OR	
  that	
  are	
  

missing	
  chunks	
  of	
  data	
  will	
  appear	
  untrustworthy	
  to	
  FDA	
  reviewers	
  

2.  The	
  FDA’s	
  test	
  submission	
  process	
  only	
  provides	
  a	
  validator	
  report	
  which	
  

indicates	
  if	
  there	
  are	
  errors:	
  

§  This	
  is	
  an	
  extremely	
  low	
  bar	
  to	
  judge	
  CRO	
  and	
  sponsor	
  readiness	
  

§  Only	
  a	
  real	
  submission	
  to	
  the	
  FDA	
  will	
  trigger	
  regulatory	
  review	
  of	
  the	
  SEND	
  data	
  

and	
  the	
  accompanying	
  study	
  report	
  	
  	
  

§  Sponsors,	
  do	
  you	
  want	
  to	
  wait	
  un2l	
  you	
  have	
  a	
  real	
  submission	
  to	
  verify	
  your	
  

providers?	
  	
  Delays	
  due	
  to	
  rejected	
  data	
  or	
  ques)ons	
  about	
  data	
  integrity?	
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Sponsor	
  and	
  CRO	
  Challenges	
  with	
  SEND	
  PreparaIon	
  

A	
  complete	
  SEND	
  submission	
  should	
  include	
  standardized	
  SEND	
  
datasets	
  plus	
  the	
  define	
  file	
  and	
  a	
  Study	
  Data	
  Reviewer’s	
  Guide	
  	
  	
  

ü  Studies	
  include	
  data	
  from	
  various	
  data	
  providers/systems	
  -­‐	
  must	
  harmonize	
  
and	
  assemble	
  these	
  different	
  data	
  streams	
  into	
  a	
  single	
  package	
  

ü  Providing	
  SEND	
  datasets	
  technically	
  conformant	
  with	
  the	
  CDISC	
  standard,	
  
controlled	
  terminologies	
  and	
  FDA	
  specific	
  validaIon	
  rules	
  

ü  Ensuring	
  that	
  the	
  SEND	
  data	
  for	
  every	
  study	
  is	
  fit	
  for	
  FDA	
  review:	
  

§  Consistent	
  with	
  the	
  study	
  report	
  

§  Complete	
  with	
  respect	
  to	
  all	
  of	
  the	
  reportable	
  data	
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Current	
  Study	
  ReporIng	
  Processes	
  

Protocol	
   Plan	
  Study	
  and	
  prepare	
  
Lab	
  Processes	
  

Protocol	
  
Amendment	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  LIMS	
  1	
   Generate	
  Data	
  

for	
  Study	
  Report	
  
Generate	
  Study	
  

Report	
  
Conduct	
  Study	
  

Collect	
  Data	
  in	
  LIMS	
  2	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  LIMS	
  3	
  

•  Data	
  Collec2on	
  Systems	
  hold	
  data	
  in	
  
proprietary	
  data	
  models	
  not	
  easily	
  accessed	
  
other	
  than	
  through	
  system	
  reports	
  	
  

•  Keeping	
  up	
  with	
  the	
  collecIon	
  system	
  
versions,	
  data	
  model	
  changes	
  and	
  
terminology	
  changes	
  is	
  complex	
  

•  LIMS	
  data	
  are	
  held	
  in	
  a	
  GLP	
  store	
  

•  LIMS	
  data	
  is	
  transformed	
  into	
  preferred	
  
terms	
  and	
  study	
  designs	
  for	
  Study	
  Data	
  
publicaIon	
  by	
  the	
  Principal	
  InvesIgator	
  –	
  see	
  
the	
  process	
  flow	
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Piralls	
  of	
  separate	
  SEND	
  &	
  study	
  reporIng	
  processes	
  

Generate	
  Trial	
  
Design,	
  Extract	
  LIMS	
  
data	
  w/	
  Adaptors,	
  
Merge,	
  &	
  Package,	
  

Validate	
  

Generate	
  SEND	
  
Dataset,	
  

Define.XML	
  

•  SEND	
  datasets	
  are	
  generated	
  by	
  a	
  parallel	
  process	
  possibly	
  by	
  different	
  people	
  using	
  
Trial	
  Designs	
  needed	
  for	
  SEND.	
  The	
  data	
  is	
  reported	
  using	
  “preferred”	
  terminology	
  of	
  
the	
  toxicologists.	
  	
  	
  These	
  do	
  not	
  match	
  the	
  study	
  report’s	
  dose	
  groupings	
  -­‐	
  see	
  

•  Study	
  Reports	
  are	
  signed	
  by	
  the	
  Study	
  Director.	
  The	
  SEND	
  Dataset	
  must	
  also	
  be	
  signed	
  
by	
  the	
  Sponsor	
  or	
  preparer.	
  	
  	
  

•  Because	
  the	
  two	
  are	
  constructed	
  using	
  disparate	
  processes,	
  they	
  need	
  NOT	
  be	
  
consistent	
  -­‐	
  to	
  prove	
  that	
  they	
  have	
  the	
  right	
  quality,	
  consistency	
  and	
  completeness	
  is	
  
difficult,	
  expensive,	
  and	
  Ime	
  consuming	
  

Protocol	
   Plan	
  Study	
  and	
  prepare	
  
Lab	
  Processes	
  

Protocol	
  
Amendment	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  LIMS	
  1	
   Generate	
  Data	
  

for	
  Study	
  Report	
  
Generate	
  Study	
  

Report	
  
Conduct	
  Study	
  

Collect	
  Data	
  in	
  LIMS	
  2	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  LIMS	
  3	
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Examples	
  of	
  Data	
  Conformance,	
  Consistency	
  and	
  
Completeness	
  Issues	
  in	
  SEND	
  Datasets	
  &	
  Submissions	
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Failure	
  to	
  comply	
  with	
  the	
  SEND	
  Standard	
  

Modifier	
  has	
  	
  been	
  
incorrectly	
  populated	
  
as	
  the	
  base	
  finding	
  

Specimen	
  modifier	
  has	
  
been	
  incorrectly	
  
classified	
  

Variable	
  populated	
  with	
  
term	
  not	
  present	
  on	
  
appropriate	
  CT	
  list	
  

Specimen	
  that	
  was	
  not	
  
collected	
  has	
  not	
  had	
  
status	
  populated	
  as	
  
“NOT	
  DONE”	
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  PointCross	
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Consequences	
  of	
  Data	
  Quality	
  Issues	
  
ü  Data	
  consistency	
  issues	
  between	
  the	
  SEND	
  data	
  and	
  study	
  report	
  may	
  

cause	
  reviewers	
  to	
  quesIon	
  the	
  trustworthiness	
  of	
  the	
  data	
  

ü  The	
  SEND	
  dataset	
  lacks	
  data	
  present	
  in	
  the	
  study	
  report.	
  	
  This	
  can	
  
cause	
  reviewers	
  to	
  quesIon	
  why	
  those	
  data	
  were	
  excluded,	
  and	
  delay	
  
the	
  review	
  process	
  

ü  Specimen	
  informaIon	
  missing	
  for	
  Clinical	
  Chemistry	
  measurements	
  
and	
  Gross	
  Pathology.	
  	
  Datasets	
  are	
  difficult	
  to	
  review	
  and	
  interpret	
  
causing	
  further	
  delays	
  

ü  Inability	
  to	
  load	
  dataset	
  due	
  to	
  syntax	
  errors	
  within	
  Define.XML	
  –	
  
affects	
  valida)on	
  and	
  automated	
  loading	
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How	
  to	
  address	
  data	
  quality,	
  consistency	
  and	
  
completeness	
  issues	
  in	
  SEND	
  datasets	
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CRO-­‐Sponsor	
  workflows	
  to	
  improve	
  data	
  quality	
  

1.   Study	
  Data	
  Specifica2ons:	
  Plan	
  for	
  SEND	
  and	
  specify	
  expectaIons	
  
with	
  each	
  provider	
  against	
  which	
  progress	
  and	
  performance	
  can	
  be	
  
measured	
  and	
  controlled	
  

2.   Single	
  Truth	
  Data	
  Resource:	
  Use	
  the	
  same	
  data	
  resource	
  in	
  a	
  “single	
  
truth”	
  repository	
  for	
  both	
  study	
  reporIng	
  and	
  automaIon	
  of	
  SEND	
  
transformaIon	
  workflows	
  

3.   QA/QC	
  tools	
  and	
  governance	
  processes:	
  for	
  a	
  high	
  quality	
  product	
  
with	
  reduced	
  costs	
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Specify,	
  Generate	
  and	
  Review	
  Reportable	
  Data	
  
Data	
  for	
  study	
  reporEng	
  and	
  SEND	
  in	
  a	
  common	
  repository	
  

Protocol	
   Plan	
  Study	
  and	
  prepare	
  
Lab	
  Processes	
  

Protocol	
  
Amendment	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  LIMS	
   Generate	
  Data	
  

for	
  Study	
  Report	
  
Conduct	
  Study	
  

Collect	
  Data	
  in	
  LIMS	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  LIMS	
  

•  Design	
  data	
  specifica2ons	
  across	
  all	
  providers	
  at	
  the	
  outset	
  

•  Use	
  the	
  same	
  data	
  extracts	
  and	
  repor2ng	
  process	
  to	
  generate	
  data	
  for	
  the	
  
Study	
  Report	
  &	
  SEND.	
  	
  Check	
  fitness	
  of	
  SEND	
  data	
  against	
  the	
  specificaIons	
  

•  Maintain	
  “single-­‐truth”	
  of	
  collected	
  data	
  in	
  an	
  accessible	
  data	
  store	
  for	
  consistency	
  between	
  
study	
  reports	
  and	
  SEND	
  Datasets	
  

•  Represent	
  reportable	
  data	
  in	
  a	
  repository:	
  
ü  Data	
  for	
  tabulaIon	
  or	
  analysis	
  for	
  Study	
  Reports	
  in	
  dose	
  groups	
  
ü  Data	
  for	
  columnar	
  representaIon	
  in	
  SEND	
  Trial	
  Design	
  and	
  Trial	
  Sets	
  using	
  CDISC	
  

terminology	
  
ü  Final	
  SEND	
  datasets	
  for	
  delivery	
  to	
  sponsors,	
  or	
  by	
  sponsors	
  for	
  submission	
  to	
  the	
  FDA	
  

•  Apply	
  data	
  QA	
  tools/processes	
  for	
  final	
  release	
  of	
  submission	
  ready	
  SEND	
  packages	
  

TabulaIon	
  for	
  
Study	
  Report	
  

Output	
  Trial	
  
Design	
  for	
  
SEND	
  

Generate	
  
SEND	
  Dataset,	
  
Define.XML	
  

Single	
  Truth	
  
Reportable	
  Data	
  

Design	
  Study	
  Data	
  SpecificaIons	
  

Data	
  QA	
  and	
  
Signoffs	
  



©	
  2015	
  PointCross.	
  	
  All	
  Rights	
  Reserved.	
  	
  PuQng	
  Knowledge	
  to	
  Work	
  16	
  PointCross	
  Life	
  Sciences	
  

Planning	
  for	
  SEND	
  at	
  Study	
  Start	
  
Ø Op)mize	
  protocol	
  template	
  to	
  capture	
  SEND	
  required	
  variables	
  

Ø  Example:	
  Include	
  “Sponsor	
  IdenIfier”	
  and	
  “Study	
  Monitor”	
  as	
  fields	
  to	
  be	
  
populated	
  in	
  the	
  study	
  protocols	
  

Ø Harmonize	
  terms	
  from	
  Controlled	
  Terminology	
  (CT)	
  lists	
  in	
  study	
  
protocol	
  template	
  and	
  LIMS	
  systems	
  
Ø  Example:	
  Report	
  study	
  type	
  using	
  the	
  same	
  terms	
  from	
  the	
  CDISC	
  CT	
  List	
  

Ø Uniformity	
  in	
  data	
  collecIon.	
  Ensure	
  all	
  data	
  are	
  collected	
  in	
  the	
  
same	
  format.	
  	
  
Ø Makes	
  automaIon	
  of	
  SEND	
  datasets	
  across	
  different	
  data	
  types	
  possible	
  

Ø Specify	
  your	
  SEND	
  dataset	
  during	
  study	
  planning.	
  Ensures	
  
consistency	
  in	
  naming	
  convenIons	
  across	
  disparate	
  data	
  sources.	
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Using	
  the	
  Study	
  Protocol	
  to	
  Specify	
  SEND	
  Domains	
  

Clinical	
  Observa2ons	
  

Clinical	
  Observa2ons	
  

Clinical	
  Observa2ons	
  

Body	
  Weights	
  

Food	
  Consump2on	
  

Clinical	
  Observa2ons	
  

Vital	
  Signs	
  

Corresponding	
  SEND	
  
Domain	
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  PointCross	
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Specify	
  SEND	
  Domains	
  -­‐	
  example	
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Using	
  Study	
  Design	
  to	
  build	
  the	
  SEND	
  Trial	
  Design	
  	
  

Treatment	
  Elements	
  

TRT01	
   Vehicle	
  Control	
  

TRT02	
   5	
  mg/kg	
  Drug,	
  once	
  daily	
  

TRT03	
   10	
  mg/kg	
  Drug,	
  once	
  daily	
  

TRT04	
   50	
  mg/kg	
  Drug,	
  once	
  daily	
  

RECO	
   Recovery	
  

Trial	
  Sets	
  

1NR	
   Vehicle	
  Control	
  once	
  daily,	
  Nonrecovery	
  

2NR	
   5	
  mg/kg	
  once	
  daily,	
  Nonrecovery	
  

3NR	
   10	
  mg/kg	
  once	
  daily,	
  Nonrecovery	
  

4NR	
   50	
  mg/kg	
  once	
  daily,	
  Nonrecovery	
  

1R	
   Vehicle	
  Control	
  once	
  daily,	
  Recovery	
  

2R	
   5	
  mg/kg	
  once	
  daily,	
  Recovery	
  

3R	
   10	
  mg/kg	
  once	
  daily,	
  Recovery	
  

4R	
   50	
  mg/kg	
  once	
  daily,	
  Recovery	
  

Trial	
  Arms	
  	
  	
  	
  Order	
  of	
  Elements	
  

1	
   TRT01	
  

2	
   TRT02	
  

3	
   TRT03	
  

4	
   TRT04	
  

1R	
   TRT01,	
  RECO	
  

2R	
   TRT02,	
  RECO	
  

3R	
   TRT03,	
  RECO	
  

4R	
   TRT04,	
  RECO	
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Specifying	
  Trial	
  Design	
  Domains	
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Specifying	
  Controlled	
  and	
  Preferred	
  terms	
  for	
  SEND	
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A	
  global	
  SEND	
  process	
  for	
  CROs	
  and	
  Sponsors	
  
•  Validate	
  

•  Fitness	
  
checks	
  
against	
  
specifica2on	
  

•  Performed	
  
for	
  each	
  
provider	
  

Review	
  

•  Assess	
  
quality	
  using	
  
tools	
  to	
  re-­‐
create	
  
sponsor	
  
defined	
  
groups	
  for	
  
risk-­‐based	
  
comparison	
  
to	
  reports	
  

Merge	
   Package	
  

•  Collate	
  data	
  
from	
  each	
  
provider	
  	
  

•  Create	
  single	
  
SEND	
  
dataset	
  
	
  

•  A_ach	
  
suppor2ng	
  
documents	
  

•  Check	
  SEND	
  
data	
  
against	
  
valida2on	
  
rules	
  

•  Generate	
  
submission	
  
ready	
  SEND	
  
datasets	
  

Study	
  Data	
  for	
  
SEND	
  

(Interim,	
  Final)	
  

LIMS	
  
LIMS	
  
LIMS	
   Data	
  Extracts,	
  

Group	
  Summaries	
  
Study	
  
Reports	
  

Specify	
  

•  Collaborate	
  
with	
  sponsor	
  
&	
  other	
  data	
  
providers	
  to	
  
define	
  study	
  
data	
  
Specifica2ons	
  

•  Define	
  data	
  
expected	
  from	
  
each	
  provider	
  	
  

Study	
  Data	
  
Specifica)ons	
  

CROs	
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Geung	
  SEND	
  done	
  right	
  
•  “Fit	
  for	
  review”	
  SEND	
  datasets	
  for	
  FDA	
  submissions	
  must	
  be	
  

complete,	
  consistent	
  and	
  technically	
  compliant	
  

•  Don’t	
  run	
  two	
  separate	
  processes	
  for	
  SEND	
  and	
  study	
  reports	
  to	
  
avoid	
  data	
  quality,	
  increase	
  downstream	
  costs	
  and	
  delay	
  FDA	
  
reviews	
  once	
  submiced	
  	
  

•  High	
  quality	
  SEND	
  datasets	
  with	
  reduced	
  costs	
  can	
  result	
  from:	
  
ü  Establishing	
  data	
  specificaIons	
  and	
  ensuring	
  that	
  the	
  right	
  data	
  are	
  

collected	
  (“Plan	
  the	
  Work”)	
  
ü  Using	
  a	
  single	
  truth	
  data	
  resource	
  for	
  study	
  reporIng	
  and	
  automaIon	
  of	
  

SEND	
  data	
  assembly	
  (“Work	
  the	
  Plan”)	
  
ü  Applying	
  tools	
  to	
  easily	
  compare	
  reports	
  and	
  SEND	
  datasets	
  (“Review	
  

the	
  Work	
  Product”)	
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PerspecIves	
  on	
  SEND	
  from	
  a	
  CRO	
  
	
  
Michael	
  A.	
  Dorato,	
  PhD,	
  DABT,	
  Fellow	
  ATS	
  
ExecuIve	
  Vice	
  President	
  
Smithers	
  Avanza	
  Toxicology	
  Services	
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StarIng	
  your	
  SEND	
  Journey?	
  

•  Assign	
  a	
  point	
  person	
  with	
  appropriate	
  responsibility,	
  
accountability	
  and	
  operaIonal	
  knowledge	
  

•  Evaluate	
  QA/QC	
  processes	
  
•  QAU	
  must	
  be	
  engaged	
  with	
  your	
  opera2onal	
  processes	
  

•  Data	
  correcIon	
  procedures	
  must	
  address	
  source	
  data,	
  not	
  
just	
  report	
  output	
  	
  

•  Determine	
  SEND	
  Strategy	
  

•  SEND	
  internal	
  ownership	
  
•  Timing?	
  

•  SEND	
  As	
  A	
  Service	
  
•  SelecIon	
  of	
  a	
  qualified	
  partner	
  



©	
  2015	
  PointCross.	
  	
  All	
  Rights	
  Reserved.	
  	
  PuQng	
  Knowledge	
  to	
  Work	
  26	
  PointCross	
  Life	
  Sciences	
  

Plan	
  for	
  SEND	
  at	
  Study	
  Start	
  

Clinical	
  Observa2ons	
  

Clinical	
  Observa2ons	
  

Clinical	
  Observa2ons	
  

Body	
  Weights	
  

Food	
  Consump2on	
  

Clinical	
  Observa2ons	
  

Vital	
  Signs	
  

Corresponding	
  SEND	
  
Domain	
  

Use	
  the	
  Study	
  Protocol	
  to	
  Specify	
  SEND	
  
Domains	
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Maximize	
  the	
  Use	
  of	
  your	
  LIMS	
  Systems	
  

•  Current	
  laboratory	
  processes	
  were	
  not	
  designed	
  with	
  SEND	
  in	
  
mind:	
  	
  “Op)miza)on,	
  Uniformity,	
  Harmoniza)on”	
  

•  InformaIon	
  necessary	
  for	
  preparaIon	
  of	
  SEND	
  data	
  sets	
  is	
  
not	
  necessary	
  to	
  set	
  up	
  studies	
  in	
  your	
  system	
  (OpEmize)	
  

•  Example:	
  Include	
  “Sponsor	
  IdenIfier”	
  and	
  “Study	
  
Monitor”	
  as	
  fields	
  to	
  be	
  populated	
  in	
  the	
  LIMS	
  system	
  

•  Maximize	
  use	
  of	
  electronic	
  data	
  collecIon	
  (Uniformity)	
  

•  UIlize	
  Controlled	
  Terminology	
  (CT)	
  lists	
  in	
  protocol	
  template	
  
and	
  LIMS	
  (Harmonize)	
  

•  Establish	
  hierarchy	
  for	
  proper	
  SEND	
  mapping	
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QA/QC	
  Process	
  

Protocol	
   Plan	
  Study	
  and	
  prepare	
  
Lab	
  Processes	
  

Protocol	
  
Amendment	
  

Generate	
  
Data	
  for	
  
Study	
  
Report	
  

Generate	
  
Study	
  
Report	
  

Generate	
  Trial	
  
Design,	
  Extract	
  
LIMS	
  data	
  w/	
  
Adaptors,	
  
Merge,	
  &	
  
Package,	
  
Validate	
  

Generate	
  
SEND	
  

Dataset,	
  
Define.XML	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  

LIMS	
  1	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  

LIMS	
  2	
  

Conduct	
  Study	
  
Collect	
  Data	
  in	
  

LIMS	
  3	
  

QA	
  &	
  
QC	
  

Study	
  Director	
  and	
  TA	
  

LIMS	
  System	
  Owners	
  transfer	
  files	
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Conclusion:	
  	
  Advice	
  

 
SEND Impacts Everything!  

  
Plan Now! 

 


