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CONFIDENTIAL

In an attempt to maintain markel share after generic competition, companies often develop “improved”
versions of existing products and switch patients to these products before exclusivity expires. These
strategies include reformulations, new NCE's, or combination products and in some cases, the new product
may provide a marketing exclusivity extension. Depending upon the extension product profile, the timing of
the market launch of the extension product, as well as the financial resources invested in this launch, these
strategies vary in terms of their success in switching patients (Appendix B). For example, Adderall XR and
Glucuphage XR were successful largely because they provided a tangible product benefit of once-daily
dosing. Nexium, while undifferentiated from Prilosec, was launched with significant financial resources
($478MM spent on US adverising in 2001). On the other hand, Prozac Once-Weekly failed to switch
patients largely because of its questionable efficacy, limited clinical data and short lead-time before generic
competition, For GS7340 to be successful in switching patients away from TDF, GS7340 will need to be
differentiated from Viread and launched well in advance of TDF's patent expiration.

Once patients are switched 1o a new product, market share of the new extension product can be defensible
against generic competition for at least one year (Appendix C). Glucophage XR/Glucovance and Nexium
were each able to defend nearly 100% of their pre-generic market share, while Adderall XR was able to
double its market share in the 12 months following generic launch, Using these strategies, companies can
preserve a greater percent of the original branded market share than would be possible without them. In
the cases examined, the exiension strategies combined with the original branded products were able to
preserve on average 42% of the original market share 12 months following generic entrants (Appendix D).
This decline compares favorably to the 80-90% market share decrease expected 12 months following
generic competition.

Key Assumptions of the Analysis:

The following assumptions were made for purposes of calculating the potential value of GS7340 as an

exclusivity extension strategy:

Exclusivity
®  (GS7340 maintains exclusivity through July 2021 in the US and the EU.
®  \Viread's exclusivity ends July 2017 in the US and EU,

®  The patent for the TDF/FTC combination product does not provide exciusivity beyond 2017 in the
US and the EU (the last to expire patent date of both products).

Product Profile of GS7340

® (GS57340 exhibits incrementally better efficacy (greater antiviral log reduction when taken as a
monotherapy) than Viread.
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The in vivo efficacy of GS7340 against virus containing the K&65R mutation or thymidine analog
mutations is similar to Viread.

Th safety profile of GS7340 is comparable to TDF's safety profile.

Development

Development of GS7340 is timed such that it is launched in 2015 with a six-year path to

commercial launch.

Two phase Il registrational studies would be conducted in parallel to allow for a broad label upon

approval.

Both a single agent and a combination product (incarporating FTC) are created with GS7340; both
preducts are launched simultaneously in 2015 based upon a parallel development path.

Total development costs (intemal and external) for GS7340 and the GS7340 combination product
through product launch are estimated at $135MM and $12MM, respectively (Appendix F).

Sales and Marketing

CONFIDENTIAL

A 2015 commercial launch in the US and EU simultaneously; generic competition launches 2017.
(GS7340 is priced at parity to Viread: $3900/year and $3500/year in the US and EU, respectively,

The launch of GS7340 would not expand patient market share for the tenofovir franchise, but would
only cannibalize existing patients.

Patients that are switched to the GS7340 products would not be cannibalized by the introduction of
generic forms of TDF. ARV market share achieved in 2017 is maintained through 2021,

In the first two years following generic competition, the market share of branded TDF-containing
regimens will drop 80% and 90% from the pre-generic market share, respectively, In the third and
following years, the 90% drop in market share is maintained.

The decline in market share for Viread and the TDF/FTC combination product would follow a
similar decline and maintain a similar long-term market share for the TDF branded products afier
generics are introduced, regardless if GS7340 is launched.

A total of 96 commercial FTE's (eg. Sales, Marketing, MSL's in both the US and EU) would be
devoted to commercializing GS7340 and the GS7340/FTC combination product. This representis
roughly 40% of the total HIV commercial FTE's ai that lime.

Yearly S&M expenses would be roughly $50MM to launch both products in the US and EU
(Appendix G).

Total US and EU ARV patients grow 3% per year with roughly 580,000 and 880,000 patients on
therapy in 2003 and 2017, respectively.
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