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30 January 2009   

 

Dear Shareholder, 
 
2008 was a year that none of us will forget.  It has been our good fortune that our shareholders have 
believed enough in the HeartWare mission to stand by us despite the myriad economic challenges over 
the past 12 months.  As a result of your support and the extraordinary efforts of our team, HeartWare had 
its best year to date.  In retrospect, it is quite remarkable what was achieved through 2008: 
 

- we moved to world-class clean room facilities  
- we received ISO certification  
- we transitioned from an Australian to a U.S. headquartered company   
- we commenced our U.S. IDE clinical trial  
- we registered our first revenue  
- we completed enrolment of our 50-patient international clinical trial  
- we refined 2 new MVAD concepts and conducted preclinical studies on both  
- we improved pump production from approximately 6 units per month to a steady state of 20 per 

month  
- presented clinical data for the first time by Dr. Georg Wieselthaler at the ISHLT Meeting  
- we attracted one of the top surgeons in the world to be our Principal Investigator in the U.S.  
- we applied to list on NASDAQ and await confirmation of our listing date  

 
We announced earlier today that we have received CE Mark for our system. Receipt of CE Mark 
represents the culmination of much of the work that was carried out over the past 3 years and marks an 
important transition for the company.  HeartWare’s device will now be available for commercial sale 
throughout Europe. Of course, we have anticipated the receipt of CE Mark for some time and have 
already begun to establish the necessary infrastructure in Europe to enable us to initiate commercial 
activities. Nonetheless, actual receipt of this first key regulatory approval presents a tangible 
acknowledgement of the extraordinary efforts of our team. We look forward to our first European sales 
and will move quickly towards establishing our presence in a number of targeted institutions across the 
continent.  We anticipate our first sales in Europe will occur in the second half of February.  
 
The other near-term milestone which many of our shareholders are anticipating is our listing on the 
NASDAQ Exchange. The listing process is confidential and it has been made clear to us that we must not 
discuss the specifics of the process.  We are, however, able to confirm that the process is continuing in a 
positive direction and that we will announce a listing date in the near future.   
 
As we look forward we anticipate another exceptional year for HeartWare.  While we have set ourselves a 
range of objectives for 2009, our three highest level priorities are as follows:  
 

1. Commercial launch of the HeartWare® Ventricular Assist System in Europe and Australia  
2. Enrolment of our U.S. Bridge to Transplant trial  
3. Completion of a successful listing on NASDAQ and establishment of a liquid U.S. market for 

HeartWare shares  
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Commercial Launch in Europe 
 
Having now received CE Mark we will move quickly towards a commercial launch of the system in 
February.  While we have established our core team in Europe, we have deliberately held off expanding 
our staff numbers in advance of receiving regulatory approval. Fortunately, we have been approached 
over recent months by numerous highly qualified individuals wishing to join the company, so finding 
additional high calibre talent does not appear to be a challenge for us.  As we expand our European 
presence, we will focus primarily on building our clinical support team since they are the ones who do the 
most to optimize outcomes for patients.   
 
We are also fortunate to have a list of physicians in Europe who are keenly waiting to have access to the 
HeartWare® System.  It is very pleasing that we are now in a position to begin shipping product shortly to 
meet this demand.  
 
U.S. Clinical Trial 
 
To date we have two centers that have commenced implants in the U.S. clinical trial - Washington 
Hospital Center and Jewish Hospital in Louisville.  Between these two centers, 7 patients have been 
implanted with the HeartWare® System. 
 
We are approximately six weeks off our initial schedule, which anticipated 5 U.S. centers implanting by the 
end of December 2008.  However, we currently have 9 centers that have been initiated.  These centers 
are either already screening patients or will begin screening patients in coming days.  Beyond Washington 
Hospital Center and Jewish Hospital, Louisville, the additional 7 centers are: 
 

- University of Michigan 
- Northwestern University 
- Texas Heart Institute 
- Ohio State University 
- The Cleveland Clinic 
- Johns Hopkins University; and 
- Penn State/Hershey Medical Center   

 
In addition to these, there are a number of centers that are close to completing all the pre-requisites and 
they should be initiated within the next few weeks.  
 
Shareholders may recall that the FDA initially restricted us to an initial group of only 10 hospitals. After 10 
patients had been implanted for 90 days and the FDA had reviewed the data from those patients, then we 
would be permitted to expand beyond 10 to a maximum of 28 centers.  As we announced in a recent 
presentation at the JP Morgan conference, the FDA removed this restriction at the end of December 
which allows us to expand our implanting centers to 28 at whatever pace we choose.   
 
This was excellent news as it enables us to stay on our aggressive schedule which would have us 
complete enrolment of this 150 patient trial by April 2010 though we will be striving to complete enrolment 
much sooner.  We had not expected to be adding sites 11 through 28 until after June so our site 
establishment process was not as advanced with those sites as with our initial 10 but we are now 
accelerating the process across multiple additional target centers.  
 
NASDAQ Listing 
 
Adding NASDAQ as a second exchange will enable many more investors to gain access to our shares.  
There are many funds in the U.S. that cannot or are unwilling to purchase shares on the ASX. A majority 
of the world’s specialty medical device investors are located in the U.S. and we believe that making 
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HeartWare more accessible to them via our listing will be a tremendous boost to our long-term financial 
well being. 
 
As previously advised, nothing will change for shareholders who elect to hold their HeartWare interest on 
the ASX. Following the NASDAQ listing, HeartWare International will trade on two exchanges, with 
HeartWare common shares trading on NASDAQ under the symbol HTWR and HeartWare Chess 
Depository Interests (CDI’s) continuing to trade on ASX under the symbol HIN. Since shareholders can 
easily convert their holdings between the two forms of security, we would expect the two markets to 
broadly track one another in terms of price, after allowing for the USD/AUD exchange rate and the 1:35 
ratio between common shares and CDI’s.   
 
Closing Comments 
 
Our MVAD and TETS pipelines will continue to progress this year and their true value will start to be 
realized in 2010 and beyond.  We certainly anticipate that a great deal will be accomplished this year and 
that our pipeline will come into even clearer resolution.   
 
As you will notice in our cash flow statements, our spending in the fourth quarter was a little higher than in 
prior quarters.  This is largely due to the last remnants of redomiciliation expense, expanded clinical 
activity and, lastly, a substantial depreciation of the Australian dollar which has exaggerated the actual 
amount of our reported US dollar denominated expenditure.  With revenue starting to pick up, and most of 
the non-recurring expenses behind us, we anticipate monthly spend to start coming down rather 
significantly through the balance of 2009. 
 
As we move into a new phase of growth for HeartWare in 2009, we will undoubtedly face a new set of 
challenges. In particular, we will be pressure-testing different parts of the organization than were tested in 
2008.  The VAD market continues to grow at a handsome rate. We are encouraged by the rave reviews 
we hear from our physicians and are confident that we will overcome the challenges before us and 
continue our steady advance towards our goals.   
 
Thank you for your continued support. 
 
Yours sincerely 

 
 
Doug Godshall  
Chief Executive Officer 
 


