
For internal training purposes only. Not for promotional use. 

You may not show or distribute this communication outside of BMS. You may 
not discuss the information contained in this communication with customers. 
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Implementation Guide 
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! Review market research feedback that 
informed the DAKLINZA Payer Value 
Proposition (PVP) development 

! Review the new DAKLINZA PVP 
presentation 

–  Review of key takeaways and  
key payer insights 

–  Review suggested probes for  
selected slides 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



Daklinza™ (daclatasvir) Payer Value 
Proposition (PVP): Training Overview 
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Background on this training document: 

This training document provides an overview of the DAKLINZA Payer Value Proposition (PVP) 
(Mercury ID# 1392US1500386-01-01). The following topics are covered: 

! DAKLINZA PVP business objective and intended audiences 

! Key takeaways from each slide in the DAKLINZA PVP, and suggested probes to enhance your 
understanding of brand messaging 

! Insights from recent payer market research to help understand customer perspectives on the 
burden of HCV, current treatment landscape, and potential clinical and economic value of 
DAKLINZA 

DAKLINZA PVP Business Objective 

This presentation was developed to educate payers, policy makers, and advocates on:  

! HCV treatment landscape and the high unmet within genotype 3 

! DAKLINZA efficacy and safety outcomes from the ALLY 3 trial 

! Economic considerations for DAKLINZA 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



Daklinza™ (daclatasvir) Payer Value 
Proposition: How to Use This Guide 
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Key Takeaway(s): 

Focus on these essential messages when 
presenting the DAKLINZA value 
proposition. 

 

Suggested Probe: 

Use as potential customer conversation 
prompts when appropriate. 

Payer Insight(s): 

Use these insights from market research 
conducted with payers to help better 
understand customer perspectives on the 
disease state, treatment landscape, and 
formulary management of HCV. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 

Payer Market Research 
Overview 
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Daklinza™ (daclatasvir) Payer Value 
Proposition: Customer Insights 
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Payer market research overview: 

! In 2015, 2 phases of research were 
conducted with over 25 US 
Pharmacy and Medical Directors 
representing Commercial/Medicare 
Part D, Managed Medicaid, PBM, 
and Correctional accounts 

! Objective: Assess payer value 
drivers with respect to HCV 
treatment, budget management, 
and formulary coverage 

 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



Daklinza™ (daclatasvir) Payer Value 
Proposition: Customer Insights* 
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◆  HCV remains top-of-mind for payers due to budget impact of recent product launches 

◆  Payers are primarily focused on GT1 due to prevalence (i.e. high market volume) and related cost 
and were relatively unaware of the differences between genotypes and the impact genotype can 
have on disease progression 

◆  Payers viewed short treatment duration as the most compelling product attribute of DAKLINZA in 
this research 

*Note that customer perspectives shown are not necessarily the viewpoint of BMS. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Proposition: Customer Insights* 
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◆  Payers have become increasingly aware of the large bolus of chronic HCV patients still awaiting 
treatment, however, they still struggle to quantify the magnitude and timeline of the impact on their 
budgets and may benefit from manufacturer support. For example, support includes contracting to 
decrease net price for payers and to decrease out-of-pocket costs for patients. 

◆  To manage the budget impact of patients requiring treatment, the majority of payers are restricting 
treatment based on fibrosis scores to F3-F4, though they are not actively prioritizing patients for 
therapy in any other way 
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: ◆  Payers generally demonstrated low awareness of GT3 as most are more focused predominantly on GT1 

◆  When shown GT3 burden of disease messages, most payers recognized that GT3 is associated with 
various unmet needs 

▸  The association between GT3 and costly downstream complications resonated strongly; some 
payers were receptive to the possibility of prioritizing these patients for treatment 

▸  Payers recognize the opportunity for a shorter duration of therapy for GT3, as they have become 
accustomed to 12-week therapies for the bulk of their HCV patients since the beginning of 2013 

*Note that customer perspectives shown are not necessarily the viewpoint of BMS. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Proposition: Customer Insights* 
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◆ Payers were impressed with the DAKLINZA regimen, primarily due to its shorter 
duration of therapy 

◆ The 12-week duration of therapy is considered very compelling; payers consider the 
opportunity for cost-savings most notable 

▸ Many also mention that 12 weeks of therapy could lead to better compliance  

▸ When probed, payers generally agreed that shorter duration of therapy could lead 
to better real-world SVR rates 

◆ Overall, payers were receptive to covering DAKLINZA in HCV GT3 

*Note that customer perspectives shown are not necessarily the viewpoint of BMS. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 

Introducing the  
DaklinzaTM (daclatasvir) 
Payer Value Proposition 
Presentation 

10 

Please note all probing questions in this training are for insight-gathering purposes only. 
These probes are not intended to directly advise payer customer coverage decisions. 



11	  

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

Reinforce that DAKLINZA is now 
approved for the treatment of chronic 
Hepatitis C Genotype 3, in combination 
with sofosbuvir. 

 
DAKLINZA has the following limitations 
of use: 
!  Sustained virologic response (SVR) rates 

are reduced in HCV genotype 3-infected 
patients with cirrhosis receiving DAKLINZA 
in combination with sofosbuvir for 12 weeks 

Key Takeaway 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

Be sure to present the Important Safety 
Information for DAKLINZA in your customer 
discussions. 

Please note that the ISI should be integrated 
throughout your customer presentations 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

The sections of the DAKLINZA PVP are color 
coded so you can easily find the information 
you need.  

Remember to present efficacy and safety 
information prior to the economic 
considerations for DAKLINZA. 

Key Takeaway 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

Chronic HCV has a prevalence of over  
2.7 million people in the US across all 
genotypes, with only half of these  
patients diagnosed. 

Payer Insight(s): 

Payers have become increasingly aware of  
the large bolus of HCV patients still awaiting 
treatment, however, they still struggle to 
quantify the magnitude and timeline of the 
impact on their budgets and may benefit 
from manufacturer support. For example, 
support includes contracting to decrease net 
price for payers and to decrease out-of-pocket 
costs for patients.  

Key Takeaway 

19 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 
! Genotype testing is central to determining the 

type and duration of treatment for chronic 
HCV 

! Genotype helps predict treatment response 
and risk of long-term complications, such as 
cirrhosis 

! GT1 is most common in the US, while GT3 
occurs in only about 12% of patients 

Suggested Probe: 
Were you aware of the prevalence of HCV GT3? 

Payer Insight(s): 
There continues to be minimal focus on other 
genotypes given the sheer prevalence of GT1 
and related cost; payers are relatively unaware of 
and unfocused on the needs of other patient 
subpopulations. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 

23 

Key Takeaway(s): 

Second-generation HCV treatment 
involves direct-acting agents (DAAs) 
that are potentially curative. 

 

Suggested Probe: 

Were you aware of the small number 
of treatment options indicated for GT3 
HCV?  

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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AKocus
Sticky Note
Please replace with new PVP image where Alaska is not covered



Key Takeaway 
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Key Takeaway(s): 

!  Nearly 1 in 8 chronic HCV patients in the 
US has HCV GT3, with the distribution 
varying widely across states 

! The three states with the highest 
prevalence of GT3 based on absolute 
population size as of 2014 are: 
–  California 
–  Texas 
–  New York 

! The map shows the percentage of  
HCV GT3 per state 

Suggested Probe: 

Does this prevalence information resonate 
with what you’re seeing in your member 
population? 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 

AKocus
Sticky Note
Please replace with new PVP image where Alaska is not covered
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Key Takeaway 
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Key Takeaway(s): 

!  GT3 was associated with a more rapid fibrosis 
progression than GT1 or 4  

!  This association was strongest in later-stage 
disease, and most patients with HCV are diagnosed 
decades after being infected 

 

Suggested Probe: 

Does this information change your formulary 
management focus across all genotypes? 

Payer Insight(s): 

◆ Payers considered this slide more impactful and 
clear due to the time horizon on the x-axis 

◆ Payers highlighted that this slide was particularly 
compelling due to the “Kaplan-Meyer” style chart; 100% 
of GT3 patients will eventually progress to F3-F4 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 
! This slide focuses on a retrospective cohort study 

from 2000 to 2009 of 110,484 mostly male US 
veterans with chronic HCV in 128 VA facilities 

! HCV GT3 patients had the highest prevalence of 
cirrhosis at time of diagnosis compared to GT1, 
2, and 4 

! Be sure to present the fact that DAKLINZA is not 
indicated to stop or slow down the progression of 
fibrosis, steatosis, and/or cirrhosis 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

! In the study discussed on the previous slide, 
the risk of cirrhosis was 31% greater with  
HCV GT3 than GT1 

! Be sure to present the fact that DAKLINZA  
is not indicated to stop or slow down the 
progression of fibrosis, steatosis, and/or 
cirrhosis 

Payer Insight(s): 

The association between GT3 and costly 
downstream complications resonated strongly; 
some payers were receptive to the possibility of 
prioritizing these patients for treatment. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

!  HCV GT3 patients are associated with an increased 
risk of liver-related events, such as cirrhosis and liver-
related hospitalizations 

!  The time-to-event variables for outcomes in this 
analysis were analyzed using hazard ratios. This was 
used to test the correlation between potential 
predictors of increased liver-related events. For this 
study GT1 served as the reference cohort (the hazard 
ratio line located at 1) and was compared to the other 
cohorts (GT2, GT3, and Other). Anything past the 
reference point is considered to have a higher risk 

Payer Insight(s): 

All respondents understood that HCV GT3 progresses 
more rapidly than other genotypes. However, some 
payers were unfamiliar with the concept of a hazard ratio 
and required an explanation of the x-axis, so be 
prepared to discuss these topics 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

!  HCV GT3 patients face a significantly 
increased risk of disease progression vs 
other genotypes 

!  Patients with HCV GT3 need additional 
treatment options to address the 
challenges associated with this  
patient population 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

!  DAKLINZA is indicated for use with 
sofosbuvir for the treatment of patients 
with chronic hepatitis C virus genotype 3 
infection 

!  Contraindications include strong inducers 
of CYP34A 

 

Suggested Probe: 

Do you have any questions about the 
indication or contraindication for DAKLINZA? 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

12-week, all-oral (60 mg) DaklinzaTM 
(daclatasvir) plus sofosbuvir has now been 
included in the AASLD/IDSA's strongest 
recommendations (Class 1, Level A)  
for the treatment of chronic HCV GT3  
non-cirrhotic patients. 

The guidelines were updated in  
August 2015 to include recommendations 
for daclatasvir. 

 

Suggested Probe(s): 

What role do these guidelines play in your 
formulary decision-making?  

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

!  DAKLINZA is an HCV NS5A inhibitor 

!  In in vitro studies, DAKLINZA has shown 
antiviral activity against genotypes 1-6, 
with EC50 values from picmolar [pM] to 
low nanomolar [nM] against wildtype 
replicons 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

!  ALLY 3 studied an all-oral, 12-week 
regimen of DAKLINZA (60 mg) plus 
sofosbuvir in patients with chronic HCV 
GT3  

!  ALLY 3 was an open-label, Phase 3 study 
with co-primary endpoints of SVR12 for 
treatment-naïve and treatment-
experienced patients 

Payer Insight(s): 

Many payers mentioned that a RBV-free 
regimen could benefit the patient, though 
most considered this a secondary unmet 
need when compared to treatment duration. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



47 



Key Takeaway 
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Key Takeaway(s): 

!  The ALLY 3 trial had a total of 152 subjects 
divided into treatment-naïve (n=101) and 
treatment-experienced (n=51) groups  

!  Both treatment groups had median ages in 
the 50s, and about 90% of subjects were 
white 

 

Suggested Probe: 

Does this patient population match what you 
see in your plan? 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

The ALLY 3 trial assessed SVR12, or the 
number of patients who achieved sustained 
virologic response 12 weeks after treatment 
ends. The results were: 

! 89% of patients overall 

! 90% of treatment-naïve patients 

! 86% of treatment-experienced patients  

 

Suggested Probe: 

What are your impressions of the SVR12 
rates achieved in the ALLY 3 trial? 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

! 96% SVR12 rate achieved after 12 weeks of 
therapy for treatment-naïve and treatment-
experienced GT3 patients without cirrhosis 

!  In difficult-to-treat GT3 patients with cirrhosis, 
a 63% SVR12 rate was achieved after 
12 weeks of treatment 

!  The most common adverse reactions 
(≥5%) were: headache (14%), fatigue (14%), 
nausea (8%), and diarrhea (5%) 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 

AKocus
Sticky Note
Please replace with the image from PVP
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Key Takeaway 
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Key Takeaway(s): 

DAKLINZA Safety Profile:  

!  No treatment-related serious AEs in  
the ALLY 3 trial 

!  No discontinuations due to AEs  

!  All AEs were mild to moderate in severity 

!  The most common adverse reactions 
were (≥ 5%): headache (14%), fatigue 
(14%), nausea (8%), and diarrhea (5%) 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 



55 



Key Takeaway 
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Key Takeaway(s): 

!  The recommended regimen is DAKLINZA  
60 mg + sofosbuvir taken together  
once daily 

!  DAKLINZA is also available in 30 mg 

Payer Insight(s): 

◆ The 12-week duration of therapy was 
considered very compelling during market 
research 

◆ Many payers mentioned that 12 weeks of 
therapy could lead to better compliance  

◆ When probed, payers generally agreed that 
shorter duration of therapy could lead to better 
real-world SVR rates 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

!  Patients with HCV GT3 are at greater risk of disease 
progression 

! DAKLINZA is the first and only once-daily, all oral 
therapy for HCV GT3. The recommended dose of 
DAKLINZA is 60 mg, taken once daily, in combination 
with sofosbuvir 

!  DAKLINZA demonstrated: 
•  High overall SVR12 rate of 90% in treatment-naïve 

and 86% in treatment-experienced patients 
•  For non-cirrhotics, SVR12 rate of 96% after 12 

weeks of therapy 
•  For cirrhotics, SVR12 rate of 63% after 12 weeks of 

therapy 

!  No serious treatment-related AEs or discontinuations 
from AEs, in the ALLY 3 study 

!  The most common adverse reactions were (>5%): 
headache (14%), fatigue (14%), nausea (8%), and 
diarrhea (5%) 

!  Be sure to present Drug Contraindications with 
DAKLINZA from the ISI at the bottom 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

!  Overall treatment costs are different based 
on approved regimen duration in GT3 
patients  

!  DAKLINZA (60 mg) plus sofosbuvir is 
indicated for 12 weeks off therapy 

Payer Insight(s): 

◆  Although payers were impressed with the 
DAKLINZA regimen, they still expect to 
contract predominantly based on cost 

◆  Payers consider the 12-week duration of 
therapy very compelling, primarily due to 
the opportunity for cost-savings 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 
A study was conducted to identify the 
pharmacy budget impact of DAKLINZA in 
GT3 patients from baseline using a 
hypothetical plan covering one million lives. 
 
The study compared the DAKLINZA plus 
sofosbuvir regimen with the SOC for 1 year. 

Payer Insight(s): 
Though budget concerns have been partially 
alleviated through contracting/discounting, 
HCV remains top-of-mind for payers. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 
In this hypothetical study described on the 
previous slide, the addition of DAKLINZA at 
30% market share had the following expected 
results on… 

!  Total Plan Annual Costs: A cost savings of 
$517,046 compared to 100% market share 
of SOF + RBV in genotype 3 patients 

!  PMPM Costs: A cost savings of $0.04 
PMPM compared to 100% market share of 
SOF + RBV in genotype 3 patients 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

DAKLINZA (60 mg) plus sofosbuvir is the only 
all-oral, 12-week regimen with once-daily 
dosing for chronic HCV GT3 patients. When 
presenting DAKLINZA, focus on these key 
messages: 

!  Dosing: 12-week, all-oral, once-daily dosing 

!  Efficacy: 89% of all patients treated with 
DAKLINZA plus sofosbuvir  achieved 
SVR12 after 12 weeks of treatment 

! Safety: No treatment-related serious AEs  
or discontinuations 

! The most common adverse reactions 
were (≥ 5%): headache (14%), fatigue 
(14%), nausea (8%), and diarrhea (5%) 

!  Potential Cost Savings: In comparison to 
current SOC 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway 
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Key Takeaway(s): 

In the ALLY 3 study, there was zero virologic 
breakthrough across all GT3 patients treated 
with DAKLINZA plus sofosbuvir, including 
compensated cirrhotics. 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 
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Key Takeaway(s): 

Be sure to present BMS support offerings, 
including patient co-pay assistance, access 
support, and the specialty pharmacy portal. 

1392US1501695-01-01 8/15 

You may not show or distribute this communication outside of BMS. You may not 
discuss the information contained in this communication with customers. 




