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Goal	
  for	
  This	
  Presenta0on	
  

Get	
  to	
  know	
  these	
  four	
  tools	
  
• Study	
  Data	
  Standardiza7on	
  Plan	
  
• Study	
  Data	
  Reviewer’s	
  Guide	
  
• Analysis	
  Data	
  Reviewer’s	
  Guide	
  
• Legacy	
  Data	
  Conversion	
  Plan	
  &	
  Report	
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Food	
  &	
  Drug	
  Administra0on	
  
Safety	
  &	
  Innova0on	
  Act	
  (FDASIA) 
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Prescrip0ons	
  Drug	
  User	
  Fee	
  Act	
  (PDUFA)	
  V 

© 2015 Accenture  All Rights Reserved. 4 



Binding	
  Guidance	
  Documents 

© 2015 Accenture  All Rights Reserved. 5 

Guidance	
  for	
  Industry:	
  	
  
Providing	
  Regulatory	
  Submissions	
  in	
  
Electronic	
  Format	
  –	
  Standardized	
  Study	
  
Data	
  
	
  
	
  

Guidance	
  for	
  Industry:	
  	
  
Certain	
  Human	
  Pharmaceu7cal	
  
Product	
  Applica7ons	
  and	
  Related	
  

Submissions	
  Using	
  the	
  eCTD	
  
Specifica7ons 

 

Guidance	
  for	
  Industry:	
  	
  
Providing	
  Regulatory	
  Submissions	
  in	
  
Electronic	
  Format	
  –	
  Submissions	
  
Under	
  Sec7on	
  745A	
  (a)	
  of	
  the	
  Federal	
  
Food	
  	
  Drug,	
  and	
  Cosme7c	
  Act	
  
	
  



Companion	
  Documents 
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Study	
  Data	
  Technical	
  
Conformance	
  Guide	
  

	
  	
  
Technical	
  Specifica7ons	
  Document 

 

Data	
  Standards	
  Catalog	
  
	
  	
  



Guidance	
  for	
  Industry	
  
Submissions	
  Under	
  745A(a) 

• Binding	
  guidance	
  is	
  coming	
  (and,	
  BTW,	
  its	
  here…)	
  
–  Requirement	
  to	
  submit	
  electronically	
  based	
  on	
  eCTD	
  specifica7ons	
  
(finalized	
  May	
  5,	
  2015)	
  

–  Requirement	
  to	
  ini7ate	
  trials	
  based	
  on	
  FDA	
  recognized	
  data	
  standards	
  
(finalized	
  December	
  17,	
  2014)	
  

• Waiver	
  criteria	
  will	
  be	
  ar7culated	
  in	
  individual	
  guidances	
  
• Scope	
  of	
  submission	
  types	
  
–  NDAs,	
  ANDAs,	
  BLAs,	
  INDs	
  

• Out	
  of	
  scope	
  
–  Non-­‐commercial	
  INDs	
  
–  BLA/device	
  combos	
  designed	
  to	
  test/screen	
  blood	
  dona7ons	
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Guidance	
  for	
  Industry	
  
Human	
  Pharmaceu0cal	
  Product	
  Applica0ons	
  
Using	
  eCTD	
  Specifica0ons 

• Reiterates	
  scope	
  of	
  submission	
  types	
  that	
  must	
  follow	
  this	
  
guidance	
  

• Submission	
  of	
  data	
  and	
  related	
  documenta7on	
  
–  Highlights	
  sec7ons	
  of	
  eCTD	
  (3,4,5)	
  where	
  data	
  can	
  be	
  included	
  in	
  a	
  
submission	
  

–  Reinforces	
  appropriate	
  use	
  of	
  study	
  tagging	
  files	
  to	
  iden7fy	
  type	
  and	
  
role	
  of	
  data	
  

–  Calls	
  out	
  to	
  the	
  Standardized	
  Study	
  Data	
  guidance	
  document	
  for	
  
informa7on	
  about	
  submi`ng	
  clinical	
  and	
  non-­‐clinical	
  data	
  

• Useful	
  appendix	
  of	
  addi7onal	
  resources	
  &	
  guidance	
  
documents	
  related	
  to	
  u7lizing	
  eCTD	
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Guidance	
  for	
  Industry	
  
Standardized	
  Study	
  Data 

•  Clarifies…	
  
– When	
  you	
  will	
  be	
  required	
  to	
  ini7ate	
  studies	
  based	
  on	
  
FDA	
  recognized	
  data	
  standards	
  

•  24	
  months	
  –	
  NDAs,	
  ANDAs,	
  BLAs	
  (clinical	
  studies)	
  
•  36	
  months	
  –	
  INDs	
  (non-­‐clinical	
  studies)	
  

–  VERY	
  high	
  level	
  summary	
  of	
  
•  Study	
  data	
  exchange	
  formats	
  
•  Study	
  data	
  exchange	
  standards	
  
•  Terminology	
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Data	
  Standards	
  Catalog	
  
Data	
  Exchange	
  Standards 
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Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Organiza0on 
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Planning	
  &	
  Delivering	
  Standardized	
  Study	
  Data	
  

Exchange	
  Formats	
  for	
  Electronic	
  Submissions	
  

CDISC	
  Standards	
  Deployment	
  &	
  Considera0ons	
  

Therapeu0c	
  Area	
  Standards	
  

Terminology	
  

General	
  Electronic	
  Submission	
  Format	
  

Data	
  Valida0on	
  and	
  Traceability	
  



Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  2:	
  Study	
  Data	
  Standardiza0on	
  Plan 

•  Content	
  
–  List	
  of	
  planned	
  studies	
  
–  Study	
  Phase	
  
–  Study	
  Design	
  
–  Planned	
  used	
  of	
  
standards	
  

–  Jus7fica7on	
  for	
  not	
  
using	
  standards	
  

(Study	
  Data	
  TCG,	
  Sec7on	
  2.1,	
  list	
  
below	
  1st	
  paragraph)	
  

•  Development	
  &	
  
Maintenance	
  
–  Prepare	
  &	
  include	
  as	
  
part	
  of	
  IND	
  

–  Discuss	
  as	
  early	
  as	
  Pre-­‐
IND	
  

–  Update	
  /	
  submit	
  as	
  
addi7onal	
  studies	
  are	
  
planned	
  

(Study	
  Data	
  TCG,	
  Sec7on	
  2.1,	
  1st	
  &	
  3rd	
  
paragraphs)	
  

NOTE:	
  No	
  required	
  frequency	
  of	
  providing	
  
plan	
  updates	
  is	
  specified,	
  but	
  implica=on	
  is	
  
that	
  it	
  is	
  your	
  responsibility	
  to	
  keep	
  FDA	
  
informed	
  if	
  you	
  don’t	
  want	
  surprises	
  © 2015 Accenture  All Rights Reserved. 12 



Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  2:	
  Study	
  Data	
  Standardiza0on	
  Plan 

•  Recommenda7ons	
  for	
  prepara7on…	
  (Study	
  Data	
  TCG,	
  Sec7on	
  2.1,	
  2nd	
  paragraph)	
  
hgp://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm	
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Study	
  Data	
  Standardiza0on	
  Plan	
  
PhUSE	
  Resources 

•  Objec7ves	
  w/	
  7melines	
  
•  Team	
  members	
  
•  Mee7ng	
  minutes	
  

and…	
  
	
  

•  A	
  template	
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hgp://www.phusewiki.org/wiki/index.php?7tle=Study_Data_Standardiza7on_Plan_(SDSP)	
  	
  



Scope	
  of	
  Standardized	
  Study	
  Data	
  Requirement	
  

• Tabula7on	
  datasets	
  for	
  clinical	
  and	
  non-­‐clinical	
  studies	
  
• Analysis	
  datasets	
  for	
  clinical	
  studies	
  
–  Study	
  Data	
  TCG,	
  Sec7on	
  4.1,	
  2nd	
  paragraph	
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SDTM
Domain	
  
Datasets

ADaM
Analysis
Datasets

define.xml
CRF

Annotated	
  to
SDTM

define.xml



Specific	
  Standards	
  

• CDISC	
  SDTM	
  w/	
  SDTM	
  IG	
  for	
  clinical	
  tabula7on	
  datasets	
  
• CDISC	
  SDTM	
  w/	
  SEND	
  IG	
  for	
  non-­‐clinical	
  tabula7on	
  datasets	
  

• CDISC	
  ADaM	
  w/	
  ADaM	
  IG	
  for	
  clinical	
  analysis	
  datasets	
  
–  Study	
  Data	
  TCG,	
  Sec7ons	
  4.1.1-­‐3.1	
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SDTM
Domain	
  
Datasets

ADaM
Analysis
Datasets

define.xml
CRF

Annotated	
  to
SDTM

define.xml



Tabula0on	
  Submission	
  Data	
  Package	
  

• SDTM	
  domain	
  datasets	
  
– Prepared	
  based	
  on	
  the	
  SDTM	
  IG	
  (Study	
  Data	
  TCG,	
  Sec7on	
  
4.1.1.1)	
  for	
  clinical	
  data	
  

– Prepared	
  based	
  on	
  the	
  SEND	
  IG	
  (Study	
  Data	
  TCG,	
  Sec7on	
  4.1.3.1)	
  
for	
  non-­‐clinical	
  data	
  

– Delivered	
  as	
  SAS	
  transport	
  (XPT)	
  files	
  (Study	
  Data	
  TCG,	
  Sec7on	
  
3.3.1)	
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SDTM
Domain	
  
Datasets

define.xml
CRF

Annotated	
  to
SDTM



Tabula0on	
  Submission	
  Data	
  Package	
  

• A	
  data	
  defini7on	
  file	
  in	
  define.xml	
  format	
  (Study	
  Data	
  TCG,	
  
Sec7on	
  4.1.4.5)	
  

• A	
  blank	
  case	
  report	
  form	
  (CRF)	
  annotated	
  to	
  the	
  tabula7on	
  
data	
  for	
  clinical	
  studies	
  (Study	
  Data	
  TCG,	
  Sec7on	
  4.1.4.6)	
  

• A	
  Study	
  Data	
  Reviewer’s	
  Guide	
  (Study	
  Data	
  TCG,	
  Sec7on	
  2.2)	
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SDTM
Domain	
  
Datasets

define.xml
CRF

Annotated	
  to
SDTM



Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  2:	
  Study	
  Data	
  Reviewer’s	
  Guide	
  

• Describe	
  any	
  special	
  considera7ons	
  or	
  direc7ons	
  that	
  may	
  
facilitate	
  an	
  FDA	
  reviewer’s	
  use	
  of	
  the	
  submiged	
  data	
  

• Help	
  the	
  reviewer	
  understand	
  the	
  rela7onship	
  between	
  the	
  study	
  
report	
  and	
  the	
  case	
  report	
  tabula7on	
  data	
  
–  Study	
  Data	
  TCG,	
  Sec7on	
  2.2,	
  1st	
  paragraph	
  

• The	
  Study	
  Data	
  TCG	
  does	
  not	
  define	
  a	
  specific	
  template	
  for	
  
the	
  Study	
  Data	
  Reviewer’s	
  Guide,	
  but	
  an	
  example	
  of	
  a	
  Study	
  
Data	
  Reviewer’s	
  Guide,	
  including	
  a	
  template,	
  comple7on	
  
guidelines	
  and	
  examples,	
  can	
  be	
  
found	
  on	
  the	
  PhUSE	
  website	
  
(Study	
  Data	
  TCG,	
  footnote	
  #11	
  
at	
  bogom	
  of	
  Page	
  4)	
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Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  2:	
  Study	
  Data	
  Reviewer’s	
  Guide 

•  If	
  submi`ng	
  to	
  CBER	
  you	
  need	
  to	
  con7nue	
  to	
  prepare	
  the	
  
Data	
  Interpreta7on	
  and	
  Valida7on	
  Report	
  (DIVR).	
  	
  It	
  should	
  
be	
  incorporated	
  into	
  the	
  Study	
  Data	
  Reviewer’s	
  Guide.	
  	
  
Informa7on	
  on	
  the	
  DIVR	
  can	
  be	
  found	
  at	
  
hgp://www.fda.gov/BiologicsBloodVaccines/
DevelopmentApprovalProcess/ucm209137.htm	
  	
  
(Study	
  Data	
  TCG,	
  Footnote	
  #11	
  on	
  bogom	
  of	
  Page	
  4)	
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SDTM
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Datasets

ADaM
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Datasets

define.xml
CRF

Annotated	
  to
SDTM

define.xml



Analysis	
  Submission	
  Data	
  Package	
  

• Analysis	
  datasets	
  
– Prepared	
  based	
  on	
  the	
  ADaM	
  IG	
  (Study	
  Data	
  TCG,	
  Sec7on	
  
4.1.2.1,	
  also	
  Standardized	
  Study	
  Data,	
  Sec7on	
  II.C.2)	
  as	
  well	
  as	
  other	
  
necessary	
  analysis	
  datasets	
  (Study	
  Data	
  TCG,	
  Sec7on	
  4.1.2.2)	
  

– Delivered	
  as	
  SAS	
  transport	
  (XPT)	
  files	
  (Study	
  Data	
  TCG,	
  Sec7on	
  
3.3.1,	
  also	
  Standardized	
  Study	
  Data,	
  Sec7on	
  II.C.1)	
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ADaM
Analysis
Datasets

define.xml



Analysis	
  Submission	
  Data	
  Package	
  

• A	
  data	
  defini7on	
  file	
  in	
  define.xml	
  format	
  (Study	
  Data	
  TCG,	
  
Sec7on	
  4.1.4.5)	
  

• An	
  Analysis	
  Data	
  Reviewer’s	
  Guide	
  (Study	
  Data	
  TCG,	
  Sec7on	
  2.3)	
  
• Sopware	
  programs	
  used	
  to	
  create	
  all	
  of	
  the	
  analysis	
  datasets	
  
as	
  well	
  as	
  sopware	
  programs	
  used	
  to	
  create	
  tables	
  &	
  figures	
  
for	
  primary	
  &	
  secondary	
  endpoints	
  (Study	
  Data	
  TCG,	
  Sec7on	
  
4.1.2.8)	
  

© 2015 Accenture  All Rights Reserved. 22 

ADaM
Analysis
Datasets

define.xml



Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  2:	
  Analysis	
  Data	
  Reviewer’s	
  Guide	
  

•  Provides	
  the	
  FDA	
  reviewers	
  with	
  context	
  for	
  analysis	
  datasets	
  and	
  
terminology	
  

•  Purposefully	
  duplicates	
  limited	
  informa7on	
  found	
  in	
  other	
  submission	
  
documents	
  in	
  order	
  to	
  provide	
  FDA	
  reviewers	
  with	
  a	
  single	
  point	
  of	
  
orienta7on	
  to	
  the	
  analysis	
  datasets	
  
–  (Study	
  Data	
  TCG,	
  Sec7on	
  2.3,	
  1st	
  paragraph)	
  

•  The	
  Study	
  Data	
  TCG	
  does	
  not	
  define	
  a	
  specific	
  template	
  for	
  the	
  Analysis	
  
Data	
  Reviewer’s	
  Guide,	
  but	
  an	
  example	
  of	
  an	
  Analysis	
  Data	
  Reviewer’s	
  
Guide,	
  including	
  a	
  template,	
  comple7on	
  guidelines	
  and	
  
examples,	
  can	
  be	
  found	
  on	
  the	
  PhUSE	
  website	
  
–  (Study	
  Data	
  TCG,	
  footnote	
  #13	
  
at	
  bogom	
  of	
  page	
  5)	
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Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  8:	
  Traceability	
  &	
  Legacy	
  Data	
  Conversion	
  

• Traceability	
  is	
  important	
  
(Study	
  Data	
  TCG,	
  Sec7on	
  8.3.1,	
  1st	
  paragraph)	
  

• For	
  a	
  period	
  of	
  7me,	
  as	
  sponsors	
  move	
  from	
  legacy	
  data	
  
collec7on	
  to	
  the	
  use	
  of	
  FDA	
  endorsed	
  data	
  standards,	
  you	
  
might	
  have	
  to	
  perform	
  legacy	
  data	
  conversion	
  
(Study	
  Data	
  TCG,	
  Sec7on	
  8.3.1,	
  3rd	
  paragraph)	
  

• Traceability	
  can	
  be	
  difficult	
  if	
  not	
  impossible	
  to	
  establish	
  
when	
  performing	
  legacy	
  data	
  conversion	
  
(Study	
  Data	
  TCG,	
  Sec7on	
  8.3.1,	
  2nd	
  paragraph)	
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Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Sec0on	
  8:	
  Traceability	
  &	
  Legacy	
  Data	
  Conversion 

In	
  order	
  to	
  mi7gate	
  risk	
  associated	
  with	
  legacy	
  data	
  
conversion,	
  sponsors	
  should:	
  
–  Prepare	
  and	
  submit	
  a	
  Legacy	
  Data	
  Conversion	
  Plan	
  &	
  Report	
  
(Study	
  Data	
  TCG,	
  Sec7on	
  8.3.2.2,	
  item	
  #1	
  under	
  the	
  1st	
  paragraph)	
  

•  A	
  template	
  with	
  comple7on	
  guidelines	
  and	
  examples	
  is	
  under	
  development	
  
by	
  PhUSE	
  as	
  part	
  of	
  the	
  PhUSE/FDA	
  CSS	
  Working	
  Groups	
  Ini7a7ve	
  and	
  
should	
  be	
  available	
  by	
  the	
  end	
  of	
  2015.	
  

–  Incorporate	
  the	
  Legacy	
  Data	
  Conversion	
  Plan	
  &	
  Report	
  into	
  the	
  Study	
  
Data	
  Reviewer’s	
  Guide	
  in	
  order	
  to	
  record	
  significant	
  data	
  issues,	
  
clarifica7on	
  and	
  explana7ons	
  of	
  traceability	
  
(Study	
  Data	
  TCG,	
  Sec7on	
  8.3.2.2,	
  item	
  #3	
  under	
  the	
  1st	
  paragraph)	
  

–  Prepare	
  and	
  submit	
  a	
  CRF	
  annotated	
  to	
  the	
  legacy	
  source	
  data	
  (Study	
  
Data	
  TCG,	
  Sec7on	
  8.3.2.2,	
  item	
  #2	
  under	
  the	
  1st	
  paragraph)	
  

–  Prepare	
  and	
  submit	
  the	
  legacy	
  data	
  (Study	
  Data	
  TCG,	
  Sec7ons	
  8.3.2,	
  1st	
  
paragraph,	
  and	
  8.3.2.2,	
  item	
  #4	
  under	
  the	
  1st	
  paragraph)	
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Opportunity	
  Following	
  This	
  Presenta0on	
  

Con7nue	
  your	
  educa7on	
  on	
  these	
  four	
  tools	
  
• Study	
  Data	
  Standardiza7on	
  Plan	
  
• Study	
  Data	
  Reviewer’s	
  Guide	
  
• Analysis	
  Data	
  Reviewer’s	
  Guide	
  
• Legacy	
  Data	
  Conversion	
  Plan	
  &	
  Report	
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hgp://www.phusewiki.org/wiki/index.php?7tle=Op7mizing_the_Use_of_Data_Standards	
  	
  



Life Sciences 

Accelerated R&D Services 
The Science of Getting Products to Patients Faster 

For	
  further	
  informa0on:	
  
	
  
David	
  C.	
  Izard	
  
Clinical	
  Data	
  Consul0ng	
  Lead	
  
Accenture	
  Accelerated	
  R&D	
  Services	
  
1160	
  Swedesford	
  Road	
  
Berwyn,	
  PA	
  19312	
  
m:	
  (484)	
  467-­‐0193	
  
david.c.izard@accenture.com	
  

Thank	
  you!	
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Backup	
  Slides	
  



Clinical Data Flow 
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Study	
  Data	
  Technical	
  Conformance	
  Guide	
  
Key	
  Messages 
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The	
  Use	
  
of	
  

Standards	
  

Expected	
  

Planned	
  

Discussed	
  

Requests a Study Data Standardization Plan 

Provides minimum content that must be included 
in plan 

Need to justify why you would not use standards 

Describes situations when you should 
consult with review division 

Reinforces that CDISC models might not 
support required types of analyses 

Encourages frequent and open 
communication with review division 

Study Data Standardization 
Plan Presented @ IND at latest 

Updated during drug 
development cycle as new 

studies are added  


