
Subject: Docket 92S0251- ~ransmittd 

To: Chief, Dockets Management Branch, -HFA-305 

Pursuant to 21‘ CFR pan 112(b)(2); and an beh@f of the Co 
and Research (CDER); please,findthe attwhe&noti 
accept eleotronic reguC@tory submissions for content 

r. Drug Evaluat’lon 
DER’s readiness to 

Regulatory citation: 21 CFR 314,50(l), 314.94[d), SW .14(b), and 314.31 (b) 

Effective date: October 3’l,2005 

Please add the attache@ not~ati,~, to the ~ffi&l do 

Memorandum 31 to do&et 92~Q2BI (dated ~~~t~~~r’2~~; t34) announced the 
Center’s readiness to aiccept content of‘~~befing,~ either f’%%Wr Xikk format 

This notification updates memorandum 31 by e~jm~n~t~ng the ux~% of PDF as an 
acceptable format for) the submksion of content of tabe@g inning October 31, 
2005. Health Level Seven (t-117) Structured Pr~,~~~La~~~~n PL) in XML format 
is the only acceptable fo~t.~f~r sub~i~~on b&Ming in 
electronic form?. This applies to tmtent ,of’ la w&h original 
submissions, supplements, and annual reports. 

The Agency has developed an autqmated system fo 
the contents of labeling in ‘kkctronio fonnat~using th 
implementation begins on October 31,2005. 

ew and :archive 

Applicants should. provide the SPL 
document SPL rmp!emjw?& 
available from H,L7, AdditPo 
found in guidance to indu~&y; f?o~kMg ~eg~~~to~ S~~~~~~i~~~ in EkZronic 
Fomaf - Content of Laber’ing. 

Documentation for creqting and v~~~~~g SPL fikes my be ~ou~d through the FDA 
web site at . ~~~.~~e provides the 
following : 

- Directions for ob&iini the SPL s&nda~@l a@ sch&na 
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