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Executive Summary 
 
Panel Description and Objective 
 
Primary Topics of Exploration 

• Assess impact of the entry of generic ARBs to the market 

• Identify strategic and tactical opportunities for Diovan, Tekturna 

• Assess potential market response to introduction of valsartan / aliskiren combination 
agent 

• Identify pro’s and con’s of branding options for the valsartan/aliskiren combination 

 
Key Findings  

• Launching Diovan-Tekturna combination drug as an extension of Diovan puts the 
franchise at risk when the first generic ARB enters the market 

• Launching as standalone brand (e.g.; Lotrel, Exforge) creates branding and clinical 
differentiation challenges do to too many individual brand options 

• Launching as a Tekturna line extension offers greater opportunity for significant 
market differentiation 

• Cannibalizing Diovan business and redirecting it to Tekturna and Tekturna 
combinations prior to generic entry will strengthen Tekturna’s market position for long 
term growth 

 
Recommendations 

• Develop contracting platform that leverages strengths of CVM franchise to establish 
formulary adoption and meet the economic demands MCOs face 

• Invest in HEOR and Clinical trials that provide definitive clinical and economic value 
differentiation 

• Invest in programs that streamline exchange of relevant information related to patient 
management, formulary access, clinical evidence and economic value (eg, P4P, e 
Rx, MTM). 

• Through promotion and contracting, convert Diovan patients to the Tekturna / 
Combinations 

• Launch valsartan / aliskiren as Tekurna line extension to further establish the 
relevance and importance of DRI and DRI combination therapy to treat hypertension 
and long-term implications of the disease 

• Establish DRI therapy as essential element of prominent clinical guidelines (ADA, 
JNC 8) and care management metrics for MCOs (HEDIS)  

 
Conclusion Statement 
In summary, the panel offered specific feedback and suggestions on how Novartis should position 
its current and future CV franchise, taking into account the multiple scenarios around the pending 
entry of the first generic ARB and the launch of Tekturna combination drugs. Novartis can operate 
from an advantaged position if it properly leverages its brand strength and relationships with 
MCOs, PBMs, and large employer groups. 
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Key Findings 
Hypertension Management 

• Hypertensive patients now reach blood pressure goal of <104/90 only a third of the 
time 

• Hypertensive patients require multiple medications for blood pressure management, 
and patients are not persistent in taking their medications 

• Physicians’ comfort level in prescribing combination agents in an effort to simplify 
patient therapy; introduction of highly effective combination agents accelerating trend  

Generic ARB Entry to Market 
• The market entry of a generic ARB will change the landscape of hypertension control 

and pose numerous challenges for Novartis 

• Merck’s proposed entry of the first generic ARB may have limited short-term 
implications regarding step therapy, but it still poses a threat to Novartis and requires 
careful positioning of branded products to minimize revenue loss 

• Novartis needs to model multiple scenarios and develop pre-approved plans of action 
for responding to the entry of a generic ARB 

Opportunities with Managed Care Customers 
• Data mining and translation of those data into meaningful risk and cost reduction 

information are keys to gaining acceptance and access to managed care 
organizations (MCOs) and pharmacy benefit managers (PBMs) 

• Using quality data and evidence-based guidelines can support pay-for-performance 
(P4P) initiatives and quality reporting (such as with HEDIS, NCQA)  

• Endorsements from national patient advocacy groups will boost brand visibility as 
well as awareness of hypertension issues 

Novartis Market Leadership Opportunities 
• Novartis’ current and upcoming entries for hypertension make it a marketplace 

leader; however, it needs to develop an integrated front for all these products 

• Introduction of novel and effective combination therapies will still require clinical and 
economic validation compared to branded and generic alternatives 

• Novartis’ direct renin inhibitor is truly unique in the industry; its dual ability to 
modulate blood pressure and provide organ protection offers opportunities for greater 
penetration in the diabetic and chronic renal insufficiency populations 

• Promoting awareness of hypertension and its risks via direct-to-consumer messages 
is one key to the successful marketing of Novartis’ new combo drugs and to patient 
compliance (adherence) and persistence 

• Gaining inclusion of DRI care in the new JNC-8 guidelines will improve visibility and 
further goals of achieving better blood pressure control; it may also offer more 
widespread acceptance of using combo drugs in fixed-dose amounts  

• Positioning Novartis’ Diovan-Tekturna combination drugs as an extension of Diovan 
puts the franchise at risk when the first generic ARB enters the market. Positioning 
the combo drugs as a Tekturna franchise offers greater protection and significant 
market differentiation 

• Cannibalizing Diovan business and redirecting it to Tekturna before the generic entry 
will help strengthen Tekturna’s market position and minimize Diovan market loss 
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Quoted Audience Feedback 
 
Disease and Patient Management 

• “It’s an asymptomatic [condition]. So [the patients’] motivation is less intense than we 
would care to have it, from a medical perspective.” 

• “There’s got to be a motivated patient [and] the doctor has to be involved.” 

• “Through pay-for-performance and these quality metrics, they’re trying to address . . . 
what is effective care and get to that point.” 

• “The challenge [as an MD] always was, ‘Which one of these risk factors am I going to 
module first? Which one will have the biggest impact?’ No questions, hands down, it 
is going to be important as to what drug I select to lower blood pressure.” 

 
Generics and Benefit Design 

• “There’s a dynamic that generics typically aren’t in combination form; so if you can 
put enough drugs in a single tablet, your copay approaches a generic level.” 

 
Combination Agents and Benefit Design 

• “You’ve got some great data on higher compliance and higher persistency, if it’s 
believable and understandable.” 

 
 
Establishing Economic and Clinical Value for Brand Differentiation 

• “That’s how you’re going to keep the market share for your branded products high 
and sustained, by proving value.”  

• “The hurdle has been placed on Tekturna much higher than it was placed on ARBs in 
the entry 10 or 12 years ago. So we have to demonstrate efficacy, safety, tolerability, 
and outcomes, almost simultaneously.” 

• “If we could prevent renal dialysis, chronic renal insufficiency, and reduce the 
proteinuria which we know is causing the damage, we’re talking about quite a few 
[indications].” 

• “You’re going to have to beef up your contracting area, and the analysis group and 
the legal group, because you’re going to have to figure out some fast contracts . . . to 
get what you want accomplished with the health plans.” 

• “Integrate. You’ve got a lot of silos.” 
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Opportunities to Establish Clinical and Economic Value Differentiation 

• Advocacy relationships with/endorsements from quality reporting groups, as well as 
national hypertension and diabetes organizations (eg, American Heart Association) 

• Data mining that demonstrates compliance and persistence that is greater with 
Novartis products than with competitors’ products 

• Linkage of lower morbidity/mortality data of Novartis combo products to P4P 
initiatives, evidence-based guidelines, and quality reporting requirements to employer 
groups 

• Data on prescribing behaviors of primary care physicians (PCPs) versus those of 
cardiologists 

• Vehicle for managed care/health care plans to demonstrate risk reduction and long-
term cost reduction by using a triple-therapy agent 

• Vehicles focused on patients to increase awareness of their condition, the urgency to 
treat it adequately, and the importance of adhering to and persisting with treatment 

• Physician education vehicles to show the value, safety, simplicity, greater efficacy, 
and cost advantages of a single combo drug 

• A repackaged care management program, possibly including a vehicle like Google 
Health 

• Obtain medication therapy management (MTM) audit data to prove the efficacy of 
such infrastructure; show how this can tie back to Novartis products 

 
Study Design to Establish Clinical Differentiation 

• Head-to-head studies with other hypertension drugs, to show greater efficacy of 
Novartis products 

• Studies on how or whether ACEIs, ARBs, and the Diovan-Tekturna combo drugs 
contribute to neovascularization of the eye 

• Studies on the long-term benefits of remaining on Diovan-Tekturna combo drugs 

• Studies of patient persistence on all hypertensives and what percentage of them 
achieve or don’t achieve hypertension goals 

• Planned studies: 

• Long-term morbidity and mortality outcome studies in acute and chronic heart failure 

• Very high-risk patients who don’t have high blood pressure   

 

 

 

SUBSEQUENT PAGES GO INTO MORE DETAIL.  
CreateWrite was hired by Fusion Medical Communications to prepare this 
executive summary. 


	 Assess impact of the entry of generic ARBs to the market
	 Identify strategic and tactical opportunities for Diovan, Tekturna
	 Assess potential market response to introduction of valsartan / aliskiren combination agent
	 Identify pro’s and con’s of branding options for the valsartan/aliskiren combination
	 Launching Diovan-Tekturna combination drug as an extension of Diovan puts the franchise at risk when the first generic ARB enters the market
	 Launching as standalone brand (e.g.; Lotrel, Exforge) creates branding and clinical differentiation challenges do to too many individual brand options
	 Launching as a Tekturna line extension offers greater opportunity for significant market differentiation
	 Cannibalizing Diovan business and redirecting it to Tekturna and Tekturna combinations prior to generic entry will strengthen Tekturna’s market position for long term growth
	 Develop contracting platform that leverages strengths of CVM franchise to establish formulary adoption and meet the economic demands MCOs face
	 Invest in HEOR and Clinical trials that provide definitive clinical and economic value differentiation
	 Invest in programs that streamline exchange of relevant information related to patient management, formulary access, clinical evidence and economic value (eg, P4P, e Rx, MTM).
	 Through promotion and contracting, convert Diovan patients to the Tekturna / Combinations
	 Launch valsartan / aliskiren as Tekurna line extension to further establish the relevance and importance of DRI and DRI combination therapy to treat hypertension and long-term implications of the disease
	 Establish DRI therapy as essential element of prominent clinical guidelines (ADA, JNC 8) and care management metrics for MCOs (HEDIS)
	Hypertension Management
	 Hypertensive patients now reach blood pressure goal of <104/90 only a third of the time
	 Hypertensive patients require multiple medications for blood pressure management, and patients are not persistent in taking their medications
	 Physicians’ comfort level in prescribing combination agents in an effort to simplify patient therapy; introduction of highly effective combination agents accelerating trend
	Generic ARB Entry to Market
	 The market entry of a generic ARB will change the landscape of hypertension control and pose numerous challenges for Novartis
	 Merck’s proposed entry of the first generic ARB may have limited short-term implications regarding step therapy, but it still poses a threat to Novartis and requires careful positioning of branded products to minimize revenue loss
	 Novartis needs to model multiple scenarios and develop pre-approved plans of action for responding to the entry of a generic ARB
	Opportunities with Managed Care Customers
	 Data mining and translation of those data into meaningful risk and cost reduction information are keys to gaining acceptance and access to managed care organizations (MCOs) and pharmacy benefit managers (PBMs)
	 Using quality data and evidence-based guidelines can support pay-for-performance (P4P) initiatives and quality reporting (such as with HEDIS, NCQA)
	 Endorsements from national patient advocacy groups will boost brand visibility as well as awareness of hypertension issues
	Novartis Market Leadership Opportunities
	 Novartis’ current and upcoming entries for hypertension make it a marketplace leader; however, it needs to develop an integrated front for all these products
	 Introduction of novel and effective combination therapies will still require clinical and economic validation compared to branded and generic alternatives
	 Novartis’ direct renin inhibitor is truly unique in the industry; its dual ability to modulate blood pressure and provide organ protection offers opportunities for greater penetration in the diabetic and chronic renal insufficiency populations
	 Promoting awareness of hypertension and its risks via direct-to-consumer messages is one key to the successful marketing of Novartis’ new combo drugs and to patient compliance (adherence) and persistence
	 Gaining inclusion of DRI care in the new JNC-8 guidelines will improve visibility and further goals of achieving better blood pressure control; it may also offer more widespread acceptance of using combo drugs in fixed-dose amounts
	 Positioning Novartis’ Diovan-Tekturna combination drugs as an extension of Diovan puts the franchise at risk when the first generic ARB enters the market. Positioning the combo drugs as a Tekturna franchise offers greater protection and significant ...
	 Cannibalizing Diovan business and redirecting it to Tekturna before the generic entry will help strengthen Tekturna’s market position and minimize Diovan market loss
	Disease and Patient Management
	Generics and Benefit Design
	Combination Agents and Benefit Design
	Establishing Economic and Clinical Value for Brand Differentiation
	Opportunities to Establish Clinical and Economic Value Differentiation
	 Advocacy relationships with/endorsements from quality reporting groups, as well as national hypertension and diabetes organizations (eg, American Heart Association)
	 Data mining that demonstrates compliance and persistence that is greater with Novartis products than with competitors’ products
	 Linkage of lower morbidity/mortality data of Novartis combo products to P4P initiatives, evidence-based guidelines, and quality reporting requirements to employer groups
	 Data on prescribing behaviors of primary care physicians (PCPs) versus those of cardiologists
	 Vehicle for managed care/health care plans to demonstrate risk reduction and long-term cost reduction by using a triple-therapy agent
	 Vehicles focused on patients to increase awareness of their condition, the urgency to treat it adequately, and the importance of adhering to and persisting with treatment
	 Physician education vehicles to show the value, safety, simplicity, greater efficacy, and cost advantages of a single combo drug
	 A repackaged care management program, possibly including a vehicle like Google Health
	 Obtain medication therapy management (MTM) audit data to prove the efficacy of such infrastructure; show how this can tie back to Novartis products
	Study Design to Establish Clinical Differentiation
	 Head-to-head studies with other hypertension drugs, to show greater efficacy of Novartis products
	 Studies on how or whether ACEIs, ARBs, and the Diovan-Tekturna combo drugs contribute to neovascularization of the eye
	 Studies on the long-term benefits of remaining on Diovan-Tekturna combo drugs
	 Studies of patient persistence on all hypertensives and what percentage of them achieve or don’t achieve hypertension goals
	 Planned studies:
	 Long-term morbidity and mortality outcome studies in acute and chronic heart failure
	 Very high-risk patients who don’t have high blood pressure
	SUBSEQUENT PAGES GO INTO MORE DETAIL.
	CreateWrite was hired by Fusion Medical Communications to prepare this executive summary.

