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DECLARATION OF SUSAN GRAF IN SUPPORT OF ROCHE’S OPPOSITION TO  
AMGEN’S MOTION FOR SUMMARY JUDGMENT ON ROCHE’S 

ANTITRUST AND STATE LAW COUNTERCLAIMS 
 

I, Susan Graf, declare as follows: 

1. I am a Product Director on the MIRCERA™ brand team at Roche.  I make this 

declaration in support of Roche’s opposition to Amgen’s motion for summary judgment on 

Roche’s Antitrust and State Law Counterclaims.  This declaration is based on my personal 

knowledge.  MIRCERA™ is an erythropoeisis-stimulating agent (“ESA”) that Roche has 

developed and submitted to the Food and Drug Administration (“FDA”) for approval.   

Increased Marketing Costs Because of Amgen’s Anticompetitive Conduct 

2. As a result of our membership in the MIRCERA™ brand team, both myself and other 

members of the brand team have been aware that during the latter part of 2006 Amgen 

communicated messages to potential MIRCERA™ customers to dissuade them from considering 

the purchase of MIRCERA™.  As described below, these messages included threats that Amgen 
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would impose financial penalties on customers that purchased MIRCERA™ and later wished to 

purchase Amgen ESAs, threats that Amgen would consider suing customers who purchased 

MIRCERA™ for patent infringement, and messages designed to create doubt among the 

purchasers as to whether MIRCERA™ will enter the markets for ESAs.   

3. First, I and the brand team members understood that during the latter part of 2006 

Amgen  threatened customers with unfavorable contract terms if they purchased MIRCERA™ 

and later decided to purchase ESAs from Amgen.  Amgen’s threats were communicated to 

thought leaders among potential MIRCERA™ customers, giving the threats widespread impact 

among MIRCERA™’s potential customer base.  These threats, we also believed, will dissuade 

some customers from purchasing MIRCERA™ who otherwise would have purchased the 

product once it receives FDA approval.  These threats also created fear, uncertainty and doubt 

among potential customers of Roche’s commitment to the anemia markets and Roche’s ability to 

successfully introduce MIRCERA™ once it is approved. 

4. Second, I and the brand team understood that during the second half of 2006 Amgen 

also threatened ESA purchasers that if they purchased MIRCERA™ they could be named as 

defendants in lawsuits by Amgen as infringers.  To the MIRCERA™ brand team, these threats 

increased the fear, uncertainties and doubts among  potential customers about Roche’s 

commitment to the anemia markets and about Roche’s ability to successfully introduce 

MIRCERA™ once it is approved.  In addition, I and the brand team understood that these threats 

will dissuade some customers from purchasing MIRCERA™ who otherwise would have 

purchased the product once it receives FDA approval. 

5. Third, I and the brand team understood that in the latter part of 2006, Amgen 

publicized to potential MIRCERA™ customers that its patent infringement lawsuit against 
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Roche would result in MIRCERA™ being withdrawn from the market.  As a result, I and the 

brand team understood that potential MIRCERA™ customers questioned Roche’s commitment 

to the anemia markets, and that some potential customers were dissuaded from purchasing 

MIRCERA™ who otherwise would have purchased the product once it receives FDA approval. 

6. As a direct result of the Amgen conduct described above, I and the brand team during 

the latter half of 2006 decided to increase Roche’s marketing spending over its budgeted 

amounts in three targeted areas.  The amount ultimately spent in these areas in 2006 exceeded 

the planned spending in these areas approved through Roche’s budgeting process.  The increased 

spending in these areas was intended to further establish Roche as a committed player in the 

anemia markets to counter the above-described Amgen conduct, as further detailed below.  I and 

the brand team expect that the increased spending will prevent the loss to Roche of some, but not 

all, of the potential customers that would not have purchased MIRCERA™ because of the 

Amgen threats described above.  However, we believe that there will remain customers that will 

not purchase MIRCERA™ because of Amgen’s threats.   

7. First, I and the brand team decided to increase spending in the category of Journal 

Advertising resulting in actual increased spending of about $934,000 due to Amgen’s conduct 

described above.  Specifically, the MIRCERA™ marketing spending for Journal Advertising 

increased from the budgeted amount of about $900,000 for 2006 to actual spending of $1.834 

million as a result of the expansion of a Roche campaign entitled the “New Blood” campaign, 

which consisted of print ads that emphasized Roche’s commitment to anemia treatment.  To 

counter the doubts and fears among potential MIRCERA™ customers caused by the Amgen 

conduct described above, Roche expanded the New Blood campaign to place airport displays and 

additional advertisements.  The increased spending of about $934,000 incurred up to the end of 
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2006 consisted of the costs of placing the ads in selected medical journals and newspapers during 

that time, and for an airport display in the San Diego airport related to the November 2006 

American Society of Nephrology meeting. 

8. Second, I and the brand team decided to increase spending in the category of 

Conventions resulting in actual increased spending of at least $192,000 due to Amgen’s conduct 

described above.  Specifically, the MIRCERA™ marketing spending for Conventions increased 

by at least $192,000 to pay for higher level sponsorships at conventions of organizations 

involved in anemia treatment than the planned sponsorship level.  By spending more as a 

sponsor, Roche had more prominent placement at the convention in terms of banner 

advertisements and booths.  The conventions at which Roche increased its sponsorship spending 

included the American Nephrology Nurses Association meeting in Boston in September 2006, 

the National Renal Administrator’s Association meeting in Philadelphia in October 2006, and the 

American Society of Nephrologists Renal Week meeting in San Diego in November 2006.  The 

total increased spend for Conventions over budget was about $730,000, at least $192,000 of 

which I have verified was for the higher-level sponsorships in response to the Amgen conduct 

described above. 

9. Third, after the MIRCERA™ brand team learned of Amgen’s threats to customers in 

2006, I and the brand team decided to attempt to counter these threats, in part, by creating print 

materials highlighting key messages from the “Discover Roche” campaign for the field force to 

leave with customers to emphasize Roche’s corporate commitment to the treatment of anemia.  

The materials described Roche’s corporate commitment to anemia markets to counter the doubts 

Amgen created about Roche’s staying power in the area.  This increase in spending, of about  
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$10,000, was in the category of Sales Promotion and was distinct from the Amgen conduct 

described above as part of the Public Policy and Public Affairs cost category within the budget. 

10.   I had previously informed outside experts for Roche that the increased spend for the 

development and printing costs of the “Discover Roche” materials for use by the field sales force  

was reflected in the Field Communications category of budgeted expenses.  After further inquiry 

undertaken to respond to Amgen’s summary judgment motion, I have since learned that the 

increased costs for developing and printing those materials was reflected in the Sales Promotion 

category, not the Field Communications category, and amounted to about $10,000.   

11. Attached hereto as Exhibit A is a true and correct copy of an email and attachment 

dated January 4, 2007 of the 2006 marketing budget for MIRCERA™ that includes the increased 

spending in Journal Advertising, Conventions and Sales Promotions described above.  

Marketing Costs Are Designed to  
Increase MIRCERA™ Sales and Vary with Those Sales  
 

12. As part of its budgeting process, Roche has created a cost category related to 

Marketing and Distribution costs for a brand (“M&D”).  M&D costs include the following 

subcategories:  M1, Field Force Direct Cost, Field Force Indirect Cost and Other M&D.  I have 

read the declaration of Steven Platt, dated June 18, 2007 (“Platt Declaration”), describing 

Roche’s financial planning process and the categories of M&D costs.  The MIRCERA™ brand 

team prepares budgets based on the categories as described in the Platt Declaration. 

13. M1 expenses for MIRCERA™ include costs related to promotions, professional 

programs, medical affairs, product support and other costs.  In 2006 Roche’s M1 expenditures 

were over $60 million.  Roche has a process for creating a budget for M1 expenses for a given 

calendar year.  As part of that process, funds are allocated to various M1  cost categories in order 

to maximize sales.   
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14. The vast majority of M1 costs change, or can change, depending upon the volume of 

MIRCERA™ sold, or expected to be sold.  For example, the promotion category includes agency 

fee costs, which are fees paid to advertising agencies to help develop promotional literature that 

is designed to drive sales.  As part of the M1 budgeting process Roche would increase planned 

expenditures of agency fees if it were expecting greater future sales.  Conversely, if Roche 

anticipates lower future sales it would cut the projected spending of agency fees. 

15. Other examples of M1 expenses that vary, or can vary, on the volume of 

MIRCERA™ sales, or expected sales, include direct mail (which includes costs of printing and 

mailing promotional pieces), conventions (which includes costs of sponsorships by Roche), 

journal advertising (which includes the costs of placing advertisements), and sales promotional 

items (which includes the costs of producing marketing tools for use by the field sales force).  

Roche allocates money in the budget for these costs with the expectation that this spending will 

result in additional MIRCERA™ sales volume.  If the volume of MIRCERA™ sales declines, 

Roche will spend less on these categories of M1 expenses.  Other categories of M1 expenses that 

vary with the amount of anticipated sales include the costs of reprinting medical articles for use 

by the field sales force, grants to associations, costs to develop and train speakers, public 

relations activities, and the costs of field force meetings.    

16. Roche has the ability to alter its M1 costs as market conditions change.  Roche can 

increase its advertising, promotion and sales force spend in response to opportunities in market 

segments that may become available to it.  Conversely, Roche can also decrease such M1 costs if 

a certain market opportunity is no longer available to it.  For example, were large dialysis 

organizations not an opportunity available to Roche, Roche would  decrease certain promotion 

expenses, such as production costs of printed pieces and premiums, such as pens and notepads.   
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17. Field Force Direct Costs include the salaries, bonuses, and other costs of the 

MIRCERA™ field force, which includes the field sales representatives and medical liaisons.  

Roche’s expenditures on its field force are made with the expectation that the spending will 

generate sales.  The amount of spending can also change depending on sales volume -- for 

example, costs of the field sales force can also increase if sales increase as the field force size 

increases and/or is paid more in bonuses, and can decline if sales decline as the field force size 

decreases and/or is paid less in bonuses. 

18. Roche may also alter Field Force Direct Costs as market conditions change.  Roche 

could increase the number of sales representatives and medical liaisons in response to market 

opportunities that become available to it.  Conversely, Roche could reduce the size of the sales 

force and medical liaisons if a market segment was no longer available to it.  

19. Field Force Indirect Costs include various cost categories as outlined in the Platt 

Declaration that are allocated to MIRCERA™ based on headcount.  These categories include 

account management, technological support and sales analysis and targeting, among others.  The 

activities that result from a number of the Field Force Indirect Costs are intended to drive 

MIRCERA™ sales.  For example, the work of account managers, who interact with large 

accounts on a number of Roche products; sales targeting staff, who develop plans to more 

productively deploy sales reps; and sales training personnel, who train the field force to be 

effective, can increase MIRCERA™ sales volume.  In addition, a number of these costs vary, or 

can vary, with changes in actual or expected MIRCERA™ sales volume.  For example, the total 

amount of spending on certain Field Force Indirect Costs, such as account management, 

technological support, sales administration and field force training, can change if MIRCERA™ 
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sales change because the number of personnel may increase or decrease based on increases or 

decreases in MIRCERA™ sales.   

20. Other M&D costs include other expenses associated with the MIRCERA™ brand 

including distribution costs and the costs of internal, non-field based personnel dedicated to 

MIRCERA™, such as the MIRCERA™ brand team of which I am a member, and medical affairs 

personnel.  Many of the Other M&D costs vary, or can vary, with actual or expected sales.  For 

example, distribution costs of MIRCERA™ will vary directly with the amount of sales.  A 

decline or increase in MIRCERA™ sales could lead to declines or increases in the personnel 

dedicated to the MIRCERA™ brand such as the size of the marketing team or number of 

dedicated medical affairs personnel that support MIRCERA™. 

 

I declare under penalty of perjury that the foregoing is true and correct.   

 

Executed this 29 day of June 2007 at Nutley, New Jersey 

 

 

/s/ Susan Graf____________________ 
                 Susan Graf  

CERTIFICATE OF SERVICE 
 
 I hereby certify that a redacted version of this document was filed through the ECF 
system and was sent electronically to the registered participants as identified on the Notice of 
Electronic Filing (NEF) and paper copies were sent to those indicated as non-registered 
participants on June 29, 2007. 
       /s/  Kregg T. Brooks_    
       Kregg T. Brooks 
03099/00501  710773.1 
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	14. The vast majority of M1 costs change, or can change, depending upon the volume of MIRCERA( sold, or expected to be sold.  For example, the promotion category includes agency fee costs, which are fees paid to advertising agencies to help develop promotional literature that is designed to drive sales.  As part of the M1 budgeting process Roche would increase planned expenditures of agency fees if it were expecting greater future sales.  Conversely, if Roche anticipates lower future sales it would cut the projected spending of agency fees.
	15. Other examples of M1 expenses that vary, or can vary, on the volume of MIRCERA( sales, or expected sales, include direct mail (which includes costs of printing and mailing promotional pieces), conventions (which includes costs of sponsorships by Roche), journal advertising (which includes the costs of placing advertisements), and sales promotional items (which includes the costs of producing marketing tools for use by the field sales force).  Roche allocates money in the budget for these costs with the expectation that this spending will result in additional MIRCERA( sales volume.  If the volume of MIRCERA( sales declines, Roche will spend less on these categories of M1 expenses.  Other categories of M1 expenses that vary with the amount of anticipated sales include the costs of reprinting medical articles for use by the field sales force, grants to associations, costs to develop and train speakers, public relations activities, and the costs of field force meetings.   
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	20. Other M&D costs include other expenses associated with the MIRCERA( brand including distribution costs and the costs of internal, non-field based personnel dedicated to MIRCERA(, such as the MIRCERA( brand team of which I am a member, and medical affairs personnel.  Many of the Other M&D costs vary, or can vary, with actual or expected sales.  For example, distribution costs of MIRCERA( will vary directly with the amount of sales.  A decline or increase in MIRCERA( sales could lead to declines or increases in the personnel dedicated to the MIRCERA( brand such as the size of the marketing team or number of dedicated medical affairs personnel that support MIRCERA(.
	I declare under penalty of perjury that the foregoing is true and correct.  
	                 Susan Graf 
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	I, Steven Platt, declare as follows:
	1. I am Senior Financial Manager at Hoffmann-La Roche Inc. (“Roche”).  I make this declaration in support of Roche’s opposition to Amgen’s Motion for Summary Judgment On Roche’s Antitrust and State Law Counterclaims.  
	2. Roche creates financial analyses for its products that estimate the financial contribution of those products to Roche.  One of these analyses is an OPAC statement -- OPAC stands for operating profit after capital charge.  The OPAC statements are created to provide Roche management an estimate of the economic value associated with a brand.  
	3. OPAC statements have been created for Mircera( based on projections of sales and costs.  The OPAC statements for Mircera( are subdivided into statements for the dialysis market (i.e., uses of Mircera( by dialysis patients), and the non-dialysis market (i.e., uses of  Mircera( by patients with chronic kidney disease and oncology-related anemia) based upon allocations of, as applicable, budgeted, actual and anticipated costs and revenues.
	4. One of the cost categories in the OPAC statements is Marketing and Distribution costs, also known as M&D costs.  The  M&D category includes various costs associated with the marketing and distribution of a product.  M&D costs are broken down into four subcategories that will be explained below:  1) M1 costs, 2) Field Force Direct costs, 3) Field Force Indirect costs, and 4) Other M&D costs.
	5. M1 costs include specific promotion, product support, reimbursement assistance, training and other marketing-related costs related to the brand.  
	6. FF Direct costs are direct expenses associated with the field sales force and medical liaisons (the “field force”), including salaries, benefits, bonuses, vehicles, and travel costs.  Medical liaisons work in the field to provide direct clinically-related support to Mircera( customers.  FF Direct costs also include the costs of meetings for the field force.  
	7. FF Indirect costs include the allocated costs of Roche departments that support the Mircera( brand.  The allocation is made based on overall headcount among six therapeutic categories at Roche, and further broken down, if necessary, based on number of sales calls.  Because Mircera( is the only brand in the anemia therapeutic category, no further breakdown beyond that based on headcount is necessary.  FF Indirect costs for Mircera( include an allocated share of the costs in the following principal areas:
	a)  account management --  account managers interface with larger accounts, such as managed care organizations and group purchasing organizations, about multiple brands;
	b)  technological support -- costs associated with technical support for the Mircera( field force, including laptops, handheld electronic devices and related support;
	c)  medical needs and educational programs -- administration of Roche’s program to provide free goods to individual patients and Roche’s educational programs;
	d)  sales analysis and targeting, sales administration, meeting planning, and training and development -- areas at Roche that analyze the operations of the field force, plan field force meetings and train the field force.  
	8. Other M&D costs include other expenses at Roche associated with the brand.  The more significant categories of Other M&D expenses include the costs of:
	a)  distribution of Mircera(;
	b)  internal personnel on the Mircera( marketing team, including salaries, benefits and travel expenses;
	c)  medical affairs personnel; 
	d)  marketing support personnel, including reimbursement specialists, market analytics personnel; contract administrators and managers, and other support functions;
	e)  inventory write-offs for expired product and bad debt adjustments.
	I declare under penalty of perjury that the foregoing is true and correct.  
	              Steven Platt 
	03099/00501  710777.1






