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Dea r  S ir o r  M a d a m : 

R e fe r e n ce  is m a d e  to  th e  e C T D  G u i d a nce  p ub l i s h ed  i n  th e  Fede r a l  Reg is te r  2  Ap r i l  2 0 0 3 . W e  
u n de r s ta n d  th a t th i s  Fede r a l  Reg is te r  Pub l i ca t i on  is th e  s a m e  e C T D  spec i f i ca t ion  (ve rs i on  3 .0 )  
th a t ICH pub l i s h ed  “ICH M 2  E W G  E lect ron ic  C o m m o n  Techn i ca l  D o c u m e n t S p ec i f icat ion.” 

A s t r aZeneca  c o n tin u e s  to  s u p po r t th e  fo l l ow i ng  p r inc ip les ,  e a c h  o n e  o f wh i c h  th e  c o m p a n y  
re la tes  to  m e e tin g  th e  C T D  o r i g i na l  ob jec t i ves  v ia  th e  e C T D  de l i ve ry  m e c h a n i s m : 

l  T h e  e C T D  m u s t b e  access i b l e  to  a l l  ter r i tor ies.  T h e  e C T D  m a y  n o t e l im ina te  th e  
n e e d  fo r  p a p e r  rev iew.  

0  T h e  e C T D  m u s t n o t p r e s e n t a  techn i ca l  b u r d e n  to  a n y  terr i tory. 

l  T h e  e C T D  m u s t b e  cons is ten t  w i th  a n d  fac i l i ta te C T D  rev iew.  T h e  e C T D  m u s t n o t 
l e a d  to  o r  d r i ve  to w a r d  a n y  n e g a t ive c h a n g e  i n  r ev i ew  p rocess .  

T h e  e C T D  m u s t n o t l e a d  to  a  l o nge r  r ev i ew  tim e  i n  a n y  terr i tory. 

C h a n g e  c o n tro l  p r ocedu res ,  p o s t app rova l ,  s h ou l d  b e  s ign i f icant ly  a n d  n o t iceab ly  
imp roved .  

T h e  e C T D  shou l d  resu l t  i n  o n e  set  o f s u m m a r y  techn i ca l  d o c u m e n ta tio n  ( re la t ing,  
w h e r e  app l i c ab l e  to  th e  C o m m o n  Techn i ca l  D o c u m e n t), n o t b i g ge r  th a n  th e  cu r ren t  
r e q u i r emen ts. 

T h e  e C T D  shou l d  n o t r equ i r e  a n y  l e gacy  d o c u m e n ts, p rev i ous l y  f i led i n  p a p e r , o r  
e lec t ron ic  fo r m a t to  b e  r ewo rked .  
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AstraZeneca eagerly awaits the Step 5 document, and the readiness of agencies to work with 
the company on eCTD. AstraZeneca has extensively reviewed the eCTD Guidance published 
in the Federal Register 2 April 2003 and our comments are attached. 

Please direct any questions or requests for additional information to me, or in my absence, to 
Donna Whiting at (302) 886-2133. 

Sincerely, 

‘David S. Ross 
Global Publishing and Templates Manager 
Telephone: (302) 886-423 1 
Fax: (302) 886-8143 
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Table 1 General Comments 

Reference in Comment 
eCTD Guidance 
[Federal Register 
2 April 20031 

Appendix 1, Page 
1-2, Lifecycle 
Management, First 
Paragraph 

Regarding, “the 
initial submission 
being self- 
contained . . . 
[with] no 
references to other 
submissions”. 

Appendix 4: File 
Organization for 
the eCTD, Page 4- 
19, row 90 

Regarding, “For a 
drug product 
containing more 
than one excipient, 
the information 
requested for 
sections 3.2.P.4.1 
- 3.2.P.4.4 should 
be provided in its 
entirety for each 
excipient.” 

Appendix 4: File 
Organization for 
the eCTD, Page 4- 
23, row 116 and 
117 (Container 
Closure System). 

Please advise as to how this guidance applies to combination products containing 
two (2) or more monocomponents that were the subject of previous submissions. 
In these cases, the sponsor has to make a specific submission for the combination 
product, but often data on the monocomponents are relevant too. If our eCTD 
had to contain the original submission data for the two (2) monocomponents as 
well as the data on the combination, it would exceed the current 50 MB limit for 
electronic clinical documents. We recognize that if monocomponent 
submissions were eCTDs in the same format, they would be electronically 
compatible with the combination submissions, and we would not need to either 
resubmit or include the monocomponent data. 

Please clarify whether this means that for compendia1 excipients, all relevant 
information must be placed in 3.2.P.4. 

Please can you clarify whether for non-compendia1 excipients, a separate 
3.2.P.4.1 to 3.2.P.4.4 is required for each excipient. 

Please advise as to whether we are limited to only two documents (rows 116 and 
117) for container/closure system ? Please clarify how to submit multiple 
container/closure documents, e.g. blisters and/or bottles or multi-unit dispensers? 
Please state where more than two documents would be filed. 
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