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OUTLOOK: 2008 PROMISES TO BE BUSY
YEAR FOR LIFE SCIENCES COMPANIES

By Patvicia Sanfos-Serrdo that they will face in 2008, With
that i mund, there arc a number of
mitiatives and programs that are

MNow that 2007 has come to an end going to keep life sciences

and some companics are still companies of all sizes busy in 2008

wrapping up projects from last vear,

forward thinking companics have

already been planning for challenges

¢ TD Deadline: January 1, 2008

The much discussed topic of mandatory cCTD has amived, and as many already know, starfing January 1,
2000% the Center for Drug Evaluation and Rescarch (CDER) division of the Food and Drug Administration

(FDAY has mandated that all investigational and/or marketing applications be submitted in clectronic format
b subamitied in an elecironic Commaon Techmcal Document {eCTD) format.

Companies lookmg to implement an eCTD publishing solution inhouse should look for more than a solution
that will merely produce eCTD compatible output. Gelting a company ¢CTD ready is more than just the
ability to produce PDF files with the appropriate hierarchy and XML backbone for navigations. The
Iifeevele management of the product as a whole becomes cniical in managing changes and requests for
information from global agencics. The impact of document management and document changes 15
significant in its relation 1o product registrations and submission lifecyveles. An ideal mtegrated solution
muzt manage the document, submission, and product ifecveles globally,

Developing a Regulatory Strategy for Products

The development of a Global Regulatory Strategy Document (GRSDY is a valuable resource that should also
be on the “to do list” of regulatory professionals. A Global Regulatory Strategy Document 15 a game-plan
tvpe document that ouilines a regulatory strategy for achicving a company s objectives in marketing and
supporting a drug or device. There are no guidelines or regulations around kow  a regulatory strategy should
be compiled. However, a number of industry organizations have resources and conferences that can assist in
cullining what should be included for pharmaceuiicals, biologics and medical devices.

Developing a RiskMAT Strategy

Companies should also develop a Risk Mmimization Action Plan (RiskMAP) either as part of a more diverse
GRSD or as a separaie initiative. A RiskMAP includes both risk assessment and risk minimization and a
RiskMAP sirafeey should be multudimensional and address vanous metheds of minimizing nsk.
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A RiskMAP should be developed to reduce and control the potential risks of drug/device misuse. abuse, and
gencral increased nsk duc to target populations demographics and/or contramdications, A RiskMAP siratcegy

must focus on cuthning the Tollowing:
& Appropriate drog labeling {i.e., black box warnings)
& Responzible product promotion (including wariings)
e Coptrols on distribution (highly addictive produscis)
+  Proactive pharmacovigilance

*  Appropriate education of healthcare professionals, patients and sales personnel

Thee vear 2008 will be another challenging vear for life sciences companies given (he ever evolving
requirements of the FDA. Perhaps it can be viewed as more challenging than ever since the FDUA 15 finally
implementing the formal process wherchy applications must be submatted in clectronic format. This should
really come as no surprise (o anvone, but still, companies need to be prepared and have the ability to move
quicklv 5o as to not compromise their businesses in both the short and long-term,
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