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Bound by federal mandate, the United States Food and
Drug Administration (FDA) has required that all NDAs,
BLAs, and Efficacy Supplements submitted after June 30,2006 conform to the SPL-PLR rule. In addition, all
companines regulated by The FDA Center for Drug Evaluation and Research (CDER) must register their facilities

and list their products using SPL. This includes all Over the Counter products. ThinSpring products and services



are designed for complete compliance with the current SPL
requirements. In addition, we provide Electronic Submission
Service Gateway (ESG) services, submitting SPL files on your
behalf and tracking them through the FDA publication
process. ESG electronic receipt information can be tied to
the SPL file submitted, providing a complete audit trail for
your submission files.

Designed for Ease of Use

Regardless of your role in the labeling life cycle, SPL Server
allows you to access the most important labeling information
and tasks with the fewest number of mouse clicks possible.
You can easily view and manage multiple “in-process” new
submissions, supplements and changes in real time. Automatic
notifications and alerts identify critical path items and help
you stay on top of your regulatory operations work load.

Tier One and Tier Two Validations Are Key
No SPL document will be submitted to the National Library
of Medicine (NLM) if it does not pass the tier one and tier
two validations. Tier one validation checks the SPL document
against the latest HL7 SPL schema. If the document does not
pass the tier one validation, the SPL will be rejected by the
FDA before any review is even performed. We validate the
SPL document against the HL7 standard SPL schema to verify
the document will pass all schema validations when submitted
to the ELIPS system. We also perform a tier two validation
which enables you to see what the FDA will see once the
label is submitted, therefore reducing the risk of a lengthy
review process.

www.thinspring.com
Corporate Office:

991 US Highway 22, Suite 200
Bridgewater, NJ 08807
908-595-2145

without any express or implied warranties, including merchantability, fitness for a particular
purpose and non-infringement. ThinSpring shall not be liable for any special, indirect,

SPL Server Authoring Tool

Get real-time validation results with “What You See Is What You
Get” (WYSIWYG) editing functionality. No need for additional
training. Add and delete main sections, sub-sections,
paragraphs, tables, lists, and notes from a consistent interface
with the native structured data authoring tool.

SPL Server Authoring Tool
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Indication and Usage (Updated for PLR)

The indication and usage area has been extensively updated to
include organization, information, and data entry for compliance
with the Physician Labeling Rule (PLR).

Indication and Usage Screen
Trdication and (Faages
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Compare Two SPL Versions
SPL Server takes the guess work out of labeling changes. With
our compare functionality you can view differences in any two
versions of a label.

Compare Screen
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