PharmaPendium’

Release notes: New homepage and new PDF viewer for faster
access to drug information

May 2023
Dear valued customers,

we are thrilled to announce the latest update to PharmaPendium, which includes several new and
exciting features designed to make your work more efficient and effective.

New homepage for more convenient access

Our new homepage will make it more convenient for you to access critical information around drugs,
targets, indications, and drug-target-mechanism of action relationships for a quicker and more
accurate toxicity profiling for your drug candidates.

Quick search access millions of regulatory documents in just seconds
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Moreover, this new homepage will allow you to make more accurate requests directly from
your sources of choices (e.g., select EMA and FDA only) or select the years of interest (e.g.,
2011 to 2021).
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Upgrade of all the information pages including a new, enhanced pdf viewer

e The upgraded pages offer enhanced search and function capabilities such as the ability to
see the numbers of searched terms by subcategories of approval documents. These pages
also include a direct link to the drug of interest.

o The new pdf viewer will allow you to search for multiple terms simultaneously, making it
easier and quicker to find the relevant information. In addition, you can now add
annotations and drawings directly to the PDF, allowing you to highlight and mark up
important information for later reference.
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Time-saving and increased efficiency for regulatory affairs professionals

e “When was a proprietary name submitted for consideration and denied?”
e “How was this issue discussed with regulatory agencies?”

Regulatory affairs professionals who often need to review complex regulatory documents and
search for multiple terms at once, can now quickly locate specific pieces of information within the
document, which saves time and increases efficiency:
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FDA approval package Pertuzumab > Rdministrative documents > Administrative documents 125409/S-000 Part 07
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3) As an alternative contingency plan, would it be possible to launch
Administrative documents 125409/...

the drug as pertuzumab similar to how AstraZeneca launched with

the Proprietary Name for ...
AGREEMENT REACHED:
o N £40 FDA/DMEPA encouraged thg/sponsor to submit {or review asap.
400w ESTTelecon BLAJZ407 . RMEPA also made the folt6wing points:

.. from FDA. a) Would it be possible to vandetanib before waiting for the trade name approval of
submit a Request for Reconsideration of 4 CAPRELSA? YES
.. : LOCATION: APPLICATION: DRUG &
NAME: TYPE OF MEETING: April 12, 2012
.., 2012 TIME: 3:30-4:00pm = e Will be made to review the alternate name, but there is no guarantee
APPLICATION:BLA 125409 DRUG NAME that the name will be reviewed by PDUFA date of 6/8/12 (~ 2 months from now):

Pertuzumab TYPE OF MEETING: T-con if this be the case, we will promptly inform them.
MEETING ...

BACKGROUND: (b)4) The sponsor

submitted aPN review request for under
This document shows original U.S. govemment data provided by the U.S. Food & Drug Administration and is available in the public domain
BLA 125409 on Jan. 6, 2012. The name ... Reference ID: 3125564 has been processed to facilitate searching and data extraction and may be viewed at www pharmapendium com

Now, the use of double terms “Alternate name” can be retrieved for rapid and accurate evaluation.
Some annotations can also be done to highlight the matter.
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Here are all the new features of the PDF viewer:
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We believe that these new features will significantly improve your experience with PharmaPendium
and help you to perform your work more efficiently and effectively.

We look forward to providing you with even more innovative features in the future.
For any feedback or questions, reach out to us:

pharmabiotechEH@elsevier.com

Best regards from the team:

Thomas, Sakshi, Olivier, Ahmet, Jacco, Abhijeet, Vitaly, Shweta, Mikhail, Willem, Khushboo,
Sreekantha, Aliaksandr, Branka, Jose, Igor, laroslav, Arseny, Canberk, Shakhriyor, Boudewijn
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