
The medicine may be  
“transformational,” but doctors  
won’t write the script if payers  
don’t reimburse

Market Access: 
The Secret  
to Success  
in Launch

An integrated market access team engages at every 
stage of product development, ensuring that new 
medicines arrive on the market backed by clinical 
data, economic analysis and patient-focused evidence 
that is persuasive to payers.
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Introduction

A brilliant clinical trial, a win with the regulators, a motivated field force, a clever campaign—all these elements are 
useless if a medicine is not on formulary. Doctors may write the script once or twice, seeing the product’s value.  
But without reimbursement, for most prescribers, it’s three strikes you’re out. 

A well-crafted market access strategy can avoid these debacles. In the past, the pharmaceutical sales team would 
clear hurdles by putting more representatives on the target prescriber. That no longer works. In fact, it’s a drain on 
scarce resources and may even backfire. 

In contrast, an integrated market access function thinks and behaves like a service provider, pulling together 
bespoke teams that analyze the reimbursement landscape and educate physician practices so companies succeed 
at launch. In other words, market access does whatever it takes to get new medicines to patients.

This does not mean that the company sales reps are out of the picture. They’re still vital to the process. And in some 
geographic areas, they will still reach out to the specialist—say, an oncologist in a large hospital system or 
integrated delivery network (IDN). But before that happens, the market access team is already in motion. A Key 
Account Manager (KAM) with intimate knowledge of the product will already be in touch with C-level executives at 
the IDN, laying out clinical data and telling the product story to ensure the drug gets on formulary. 
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Ecosystem effect

While national or regional account managers can 
leverage their access to leadership teams in a hospital 
or IDN, today they must be supported by many 
individuals in important new roles. These include:  
 a medical science outcomes liaison specializing in payer 
context and maybe a community leader liaison who can 
add local perspective and encouragement. Backstopping 
these roles are healthcare IT and virtual engagement 
specialists—experts in optimization who can ensure that 
if a doctor calls a patient up on a home-grown electronic 
medical records (EMR) system, your drug is listed and 
the doctor can write the script.  

When, inevitably, some patients and physicians must 
jump through hoops such as prior authorizations (PAs) 
and step edits, the extended market access team is 
ready to help. Nurse navigators and patient care 
coordinators are part of the team’s patient services 
organization, or hub, which also includes field 
reimbursement specialists who can deal with PAs,  
step edits and any other restrictive benefit design.

Roles beyond the sales rep
• National account manager/regional account 

manager (payer)

• Key account manager (decision-making entity)

• Field reimbursement specialists

• Nurse navigators

• Thought and community leader liaisons

• Tele-sales/virtual engagement specialists

• Medical science liaisons (KOL)

• Medical science outcomes liaisons (payer)

• Healthcare IT specialists (EMR optimization)

• Patient care coordinators

• Regional marketing specialists 
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Sector complexity

Why are so many roles required to navigate the 
biopharmaceutical payer landscape? The answer lies  
in healthcare’s complexity, which may be unique among 
insurance sectors. Consider the pivotal role of pharmacy 
benefit managers (PBMs) led by CVS Caremark, 
UnitedHealth Group’s OptumRx and Cigna’s Express 
Scripts. PBMs negotiate drug prices on behalf of 
employers’ self-funded plans. Their business model puts 
a priority on the rebates that pharmaceutical companies 
pay in return for favorable formulary placement. Rebate 
income matters more to PBMs than what patients pay  
in coinsurance or copays, or downstream cost-savings, 
because patients are less sick.   

Let’s say your company is asking the PBM to replace  
an older medicine on the formulary with your newest 
innovation—a medicine that yields better outcomes 
 or even “cures” the condition but comes at a higher 
price. Your instinct is to present health-economics 
arguments showing the drug will reduce costly 
hospitalizations down the road. But the PBM is unlikely 
to be swayed because those costs typically fall under the 
payer’s medical benefit. It’s all about the rebate. Seeing 
that rebate income will be low compared with the older 
drug, the PBM puts some type of PA or step edit in front 
to minimize utilization of the new drug.

It’s a worst-case outcome for the product innovator  
and one that is all too common.  Without skillful 
negotiation and contracting, formularies may continue 
to favor older drugs—even those that only treat 
symptoms of an illness, whereas the newer product 
fixes the pathophysiology. This is not a job for the 
traditional sales rep. But market access teams deal  
with such challenges every day. 
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Sector complexity

Resetting payer priorities 

At a high executive level, either in discussions with  
the employer running a self-funded plan, or a hospital 
system or IDN, KAMs on the market access team can 
shape decision making that will reset priorities for the 
PBM or any other internal payer function. For example:

• The payer may initially balk at adherence
programs to keep patients on their medicines

• Speaking with senior executives, KAMs
can explain how adherence keeps patients
out of the ER, reducing the burden on patients
and hospital budgets

• By agreeing to the adherence program,
the hospital may also obtain a further discount
from the drug manufacturer

In these higher discussions, the KAM is aided by a value 
proposition deck and a budget impact model. These 
may be most important assets in the market access 
execution plan. In today’s payer-led environment, that 
value must be something more compelling than a new 
dosing regimen or delivery mode.

With these and other elements in mind, the KAM lays 
out the most compelling clinical and health-economics 
case to the payer, bolstered by up-to-date research, Real 
World Evidence (RWE) and testimony from engaged 
patient communities. 

As this example shows, market access is the ultimate 
information broker for the larger payer landscape. It is 
the team that considers, at the earliest stage, if the 
payer for your product will be Medicare, Medicaid, 
primary care or across the board. It’s also the group that 
knows who will fill the script in the end. Is it CVS, or will 
you essentially be giving the drug away through a 
hospital-owned specialty pharmacy under section 340B 
of the Public Health Service Act? Your point person in 
market access is connecting all these dots. 

Value Proposition Deck

The product of hard work  
at the front end, this key asset 
ensures the drug developer:

• Comes up with the right 
wholesale acquisition cost (WAC)

• Contracts at the right price level

• Negotiates an outcomes-based 
contract, if appropriate

• Is ready with copay cards
and other financial/foundation 
assistance, as necessary

• Knows how all of this will affect 
gross-to-net
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Empathy restored

As sophisticated market access initiatives replace pharma’s traditional sales blueprint, 
the “patient journey” will crop up in many discussions. But the challenges of actually 
living with a disease sometimes are discounted in this overused terminology.  
market access teams must remember a “journey” means traveling a long distance, 
often in dangerous or difficult circumstances. It’s not hopping in a car and driving  
to the ice cream store. 

How many times can someone mention “patient journey” 
in a launch planning meeting?

Office & Site  
of Care Education

Start

Patient Identified

BI/PA Completed  
by Hub or HCP

PA Denial

Coordination with 
HCP, Patient & 

Treatment Center
Procurement  

& Administration

Education  
& Follow-up

Finish

A long and often 
difficult process  

of personal change 
and development.
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Source: https://www.fda.gov/regulatory-information/
search-fda-guidance-documents/drug-and-device-
manufacturer-communications-payors-formulary-
committees-and-similar-entities

• The information drugmakers 
provide payers on unapproved 
products or uses of products 
“may help payers plan and 
budget for future coverage and/
or reimbursement decisions 
prior to FDA approval”

• For example, an “appropriate” 
communication might have 
statements like: “In an X-week 
randomized controlled trial 
comparing PRODUCT to placebo, 
a statistically significant 
improvement was observed on 
the primary endpoint”

• However, in all such 
communications, makers of an 
investigational product must 
include “a clear statement that 
the product or use is not 
approved/cleared/licensed, and 
that the safety or effectiveness 
of the product or use has not 
been established”

• If communications include 
factual presentations, 
drugmakers should “describe 
material aspects of study design 
and methodology and also 
disclose material limitations 
related to the study design, 
methodology, and results”

FDA Guidance: 
Pharma-to-payer 
communications on 
unapproved products:

Regulatory dynamics

Critical payer discussions must not be left to the last minute.  
The market access team can make sure product developers 
initiate such conversations early—even before you receive 
marketing authorization. In the US, the team shapes strategy 
based on the US Food and Drug Administration (FDA) latest rules 
covering communications among drug developers, payers and 
formulary committees. This is all spelled out in the FDA’s updated 
2018 guidance relevant to Section 114 of the Food and Drug 
Administration Modernization Act of 1997 (FDAMA 114).  

Among other things, the guidance permits companies to give payers 
information on investigational products to help with forecasting and 
budgeting decisions, as long as the material is “unbiased, factual, 
accurate, and non-misleading.”1 Prior to the launch of a drug, the 
KAM can share Phase II-III data with a pharmacy director, explain 
the unmet need, and even talk about other products in the category 
before any head-to-head comparative trials are performed.  

One of the greatest impacts of FDAMA 114--though regulators 
never intended this specifically—is spurring companies to activate 
market access a year or more before the FDA issues a ruling. 
Understandably, most companies are loath to make such big 
investments without a clear regulatory greenlight, even before 
pricing is in place. But this is the moment to begin preparing the 
market. It enables teams to create relationships with payers many 
months before there are any specific contracting discussions. 

It’s important to note that our regulatory context is constantly 
evolving. Updated guidance around FDAMA 114, and even new 
legislative action, are under discussion as we write. The same is true 
for guidance on RWE and other clinical approaches that will directly 
impact conversations with payers. 

Importantly, this complex evolution is unfolding in parallel with 
enormous shifts in the payer landscape itself. Driving these  
changes is the ongoing consolidation among payers, PBMs  
and retail pharmacies. This, in turn, is energized by aggressive 
moves from Amazon and other IT giants. The result is a perplexing 
backdrop to pricing and formulary discussions between drug 
developers and payers. Your company may negotiate to be the 
preferred brand, paying it down with a copay card or some other 
mechanism. But this may all be for naught if CVS or Optum doesn’t 
agree to the terms of your contract, creating a whole additional 
approval and contracting layer. Your field force, in a functional 
silo, may not anticipate such disruptions. That’s what the extended 
market access team is here for.
1Drug and Device Manufacturer Communications With Payors, Formulary Committees and Similar 
Entities. Questions and Answers. Guidance for Industry and Review Staff. June 2018. US Food and Drug 
Administration. FDA.gov. Available at: <https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/drug-and-device-manufacturer-communications-payors-formulary-committees-
and-similar-entities>. Accessed April 7, 2022
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Conclusion

For many small and medium-size biopharmaceutical companies, staying on top of these 
intersecting trends and payer-related data points is beyond the responsibility or expertise  
of any individual in the sales or marketing group. With scientist-innovators at the helm, such 
companies may design a stellar clinical protocol around patient outcomes, never thinking 
about financial matters that are quintessential to payers—the new commercial gatekeepers. 

The product your team designs may cure a rare cancer. But if it’s going to land in front of  
a formulary committee costing upwards of $200,000 per patient, payers want that on their 
radar screen months before the PDUFA date. At Syneos Health, market access experts are 
here to help. We work with clients from the study design stage to craft protocols that will 
translate into fruitful—and compliant—pre-approval discussions with payers. This approach 
lays a credible foundation for your launch plan and can ensure success across the product 
development lifecycle. 



Jon Haas  
Senior Director, Market Access Solutions, 
jon.haas@syneoshealth.com

Adrian Garcia  
EVP, Payer Communications & Access Marketing 
adrian.garcia@syneoshealth.com

Tony Lanzone  
Senior Manager, Value & Access, HEOR
tony.lanzone@syneoshealth.com

CONTRIBUTORS

About the Syneos Health Insights Hub
The Syneos Health Insights Hub generates future-focused, actionable insights to help biopharmaceutical companies better execute and succeed in a 
constantly evolving environment. Driven by dynamic research, our perspectives are informed by our insights-driven product development model 
and focused on real answers to customer challenges to help guide decision making and investment. 

About Syneos Health
Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization purpose-built to accelerate customer 
success. We lead with a product development mindset, strategically blending clinical development, medical affairs and commercial capabilities 
to address modern market realities.

Together we share insights, use the latest technologies and apply advanced business practices to speed our customers’ delivery of important 
therapies to patients. We support a diverse, equitable and inclusive culture.

To learn more about how we are Shortening the distance from lab to life®, visit syneoshealth.com or subscribe to our podcast.

Contact us
Syneos Health
1030 Sync Street 
Morrisville, NC 27560

Phone: +1 919 876 9300
Fax: +1 919 876 9360
Toll Free: +1 866 462 7373

Value & Access at Syneos Health  

Syneos Health Value & Access can simplify the 
complex landscape with a team purpose-built to 
ensure that all aspects of value demonstration 
aren’t just interconnected, they’re orchestrated to 
be optimized. Our team offers you a full spectrum 
of solutions to help you navigate commercialization, 
maneuver the market access landscape, and 
maximize access for your brand globally.

Learn more at  
https://www.syneoshealth.com/solutions/
commercialization/value-and-access
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