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Executive Summary And Outline 

The rise of complex and relatively expensive biologic therapies in the early 2000s brought the earliest 

patient support services, predominately focused on financial assistance. Initially developed internally, 

growing complexity has driven manufacturers to outsource these “hub” services. Today, they tackle 

not only affordability but onboarding, adherence, supply chain and market data. Herein, we address 

the defining features of hub services, transactions in the space as pure play solutions and platforms 

evolve, and both strategic as well as regulatory considerations in the patient assistance ecosystem. 
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I. The Need For Hub Services In An Era of Specialty Pharmacy 

Although only 2% of the US population utilizes specialty medications, they now account for over half of 

drug spend, with the market expected to grow at a ~10% CAGR over the next 5 years.1 Premium priced 

with potentially complex dosing and administration requirements, adverse event profiles requiring 

physician attention, and cold-chain requirements, they demand additional resources to optimize 

access, efficacy and safety. Initially developed by health plans and PBMs internally, the vendor 

landscape has exploded from specialist (i.e., benefit verification) to a la carte platforms.  

 

II. Specialty Pharmacy Hub Service Design 

Specialty pharmacy hub services are structured to optimize capture of eligible patients and ensure a 

smooth onboarding and retention process to maximize adherence. Providing a singular point of contact 

with patients, they are an immense source of rich data for course correction and future launches: 

Onboarding: Provider comfort with payor prior authorization processes can frustrate onboarding 

and negatively impact prescriber enthusiasm, particularly for less established therapies. Hubs 

provide digital tools to steer providers through the prior authorization process in a manner 

conducive to the physician workflow. This increasingly includes the management of diagnostic 

requirements associated with targeted therapies to confirm eligibility.  

Affordability: Patient comfort with affordability can frustrate the onboarding process and negatively 

impact prescriber enthusiasm, particularly for less established therapies. Hubs function to help 

 
1 Optum. (2022). Specialty drug prices giving you sticker shock? www.optum.com/business/resources/library/specialty-

compass-2022.html (Accessed June 2022) 

http://www.optum.com/business/resources/library/specialty-compass-2022.html
http://www.optum.com/business/resources/library/specialty-compass-2022.html
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patients gain access by mitigating financial barriers. This includes reducing out-of-pocket expenses 

through manufacturer-sponsored copay-assistance programs or free medications via patient 

assistance program (PAP) or charitable foundations. As discussed subsequently, the scope and 

structure of assistance is rapidly evolving to meet regulatory challenges. 

Supply Chain: Hubs engage sophisticated processes and tracking systems to ensure reliable 

temperature-controlled delivery and precise chain-of-custody of specialty pharmacy drugs, with 

high-visibility tracking along the way. For physician-administered drugs, this increasingly includes 

white-bagging wherein the drug is billed to patient pharmacy and delivered to the physician. As the 

cost of specialty therapies increase, the ability of providers to otherwise procure and hold these 

therapies on their books via a traditional buy-and-bill, is challenged, making this a more viable 

option, especially for smaller practices. 

Adherence: Poor adherence is a leading cause of reduced clinical outcomes and diminished brand 

reputation. Multimedia training tutorials ranging from self-injection to side effects can be provided 

via smartphone app. Social determinants of health are playing an increasing part of hub services. 

Vendors and manufacturers are working in tandem to design HIPAA-compliant interventions that 

can help patients to address transportation and housing issues, health literacy, food insecurity 

and more. These are not without regulatory challenges as discussed below. 

Data: Hubs share data with the manufacturer. Typical metrics that are tracked through a product 

hub include (but are not limited to) the number of calls handled, average speed to therapy, time 

to refill, duration on therapy, turnaround time for benefits verification and PA reconciliation, 

prescription-abandonment rates, patient health-literacy scores, use of manufacturer copay-

assistance programs, number of preventable hospitalizations and emergency room visits. Key 

performance indicator data can also help stakeholders identify bottlenecks, inform continuous 

improvement and drive process efficiency. Meanwhile, advanced data-analytics capabilities—

based on the use of NLP, artificial intelligence and machine learning techniques—are enabling 

patient hubs to uncover hidden trends from massive amounts of structured and unstructured data. 

Manufacturers utilize this data to course-correct brand resource allocation in real time as well as 

plan future launches and resource allocations. 

 

III. Hub Service Need Driving Vendor Design And Transactional Considerations 

Hub services vary depending on the needs of the client. For example, if a drug is in a limited or exclusive 

distribution network, only specifically mandated distributors and specialty pharmacies are included in 

the fulfillment process. Manufacturers can use internal hubs to maintain tight control over the process. 

Where manufacturers continue to internalize other processes, vendors may provide more limited 

offerings, such as benefits investigation and prior authorization.  

With the growth of hub service vendors and differential outsourcing amongst manufacturers has come 

a range of offerings, from one-stop-shop platforms on one end to best-in-class individual services on 

the other. The efforts to build and bolt-on capability to full-service platforms or simply refine best-in-

class services, will continue to drive transactional activity in this growing, yet highly competitive, space. 

The year has already seen several transactions including TrialCard’s acquisition of the strategy 

consultancy, Triangle Insights Group; United BioSource’s acquisition of the drug benefit company 

MSM; and the CareMetx hub’s acquisition of the patient support program provider, HCS (Table 1). 
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Table 1: Recent Hub Services Transactions 
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IV.  Manufacturer Copay Assistance Strategy & Payor/PBM Counterstrategy Challenges 

Pharmaceutical manufacturers offer copayment offset programs (also called copay cards or coupons), 

which cover a portion of a beneficiary’s out-of-pocket costs for a brand-name drug. These programs 

support beneficiaries with commercial insurance. Patient assistance programs, supported by 

manufacturer sponsored foundations and brand-agnostic foundations, provide additional patient 

assistance. As such, total patient assistance has been calculated in the range of $18B/year with 

manufacturer offered copay support consisting of roughly a half to a third of this amount. 

As copay assistance reduces patient sensitivity to out-of-pocket cost, commercial payors have grown 

concerned that these programs create perverse economic incentives that distort utilization by blunting 

intended patient willingness-to-pay.  They have consequently implemented adjustments known as 

“copay accumulators” or “copay maximizers” which lessen the value of a manufacturer sponsored 

copay assistance program to the patient and allow the PBM/payor to capture manufacturer spend 

(Figure 1). This has not come without manufacturer pushback in the form of legislation efforts.  

 

Figure 1: Manufacturer Copay Strategies And Payor/PBM Adjustment Counterstrategies 
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V. Regulatory Considerations Of Copay Assistance And Other Forms Of Patient Support 

CMS published a final rule on December 21, 2020, requiring pharmaceutical manufacturers to ensure 

the benefit of co-pay assistance programs goes only to patients in order to maintain the exclusion from 

Medicaid best price reporting. This rule directly impacts the co-pay accumulator scenario and had the 

potential to disrupt manufacturer support for these programs, or at least require a redesign to avoid 

running afoul of noncompliance with the Medicaid Drug Rebate Program or impacting Medicaid Best 

Price. The rule, set to go into effect in January 2023, will no longer move forward after PhRMA won its 

legal challenge of the rule. 

The Notice of Benefit and Payment Parameters for 2021 (“2021 NBPP Final Rule”), which went into 

effect on July 13, 2020, expressly allows certain health plans to determine, to the extent permitted by 

state law, whether to count pharmaceutical manufacturer assistance with enrollee cost-sharing toward 

the plan’s annual limit on cost-sharing. This policy applies to health plans sold on the Affordable Care 

Act (ACA) exchanges, as well as non-grandfathered individual and group health plans (including self-

insured plans). This policy makes it easier for group plans and issuers to adopt copay accumulator and 

maximizer programs. To implement a maximizer, plans will deem many specialty drugs “non-essential 

health benefits.” Non-essential drugs are still covered by the plan, but they are not subject to the ACA’s 

Essential Health Benefit requirements and can be removed from the out-of-pocket maximums required 

by the ACA.  

In addition, several states have enacted legislation that outright prohibits copay-accumulator 

programs or limits their use in commercial plans. However, many large employer-based health plans 

are exempt from such state plans. Through May 2022, 14 states have enacted laws banning payor 

and PBM use of copay accumulator programs. These state laws apply to state-regulated health plans, 

including the individual, fully insured large-group and small-group markets. Today, 10% of the total US 

commercial market—14.8 million individuals—are enrolled in plans that must count any form of copay 

assistance toward patient cost-sharing limits. 

Within the broader patient assistance program landscape, strategies to address specific social 

determinants of health are under intense regulatory scrutiny. To a great degree, there are limits on 

services that can be provided without being considered inducements. For example, in December of 

2020, the US Office of Inspector General (OIG) wrote an opinion that indicated a specific company’s 

program can indeed provide travel and hotel/meal expense to patient. However, the OIG also noted 

that generally assisting patients in these logistics would have otherwise been out of the question. 

 

VI. Future Considerations 

Hub services will continue to be a fixture of the growing specialty pharmacy space. Target analysis in 

this environment requires an understanding of emerging federal and state regulatory and legislative 

policies impacting copay assistance and the broader patient assistance program space, as well as 

health plan/PBM counterstrategies. Investment in the space also requires strategic evaluation 

vendors, narrow specialists and platforms, and the manufacturer landscape where product, pipeline 

and considerations of insourcing versus outsourcing dominate hub considerations. Marwood’s 

services span federal and state regulatory and legislative considerations, payor/PBM dynamics from 

a Medicare, Medicaid and commercial perspective, strategic considerations of landscape, market 

sizing, and the evolution of brands and drug pipelines and compliance diligence.   
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The information herein is provided for informational purposes only. The information herein is not intended to be, nor should it be relied 

upon in any way, as investment advice to any individual person, corporation, or other entity. This information should not be considered a 

recommendation or advice with respect to any particular stocks, bonds, or securities or any particular industry sectors and makes no 

recommendation whatsoever as to the purchase, sale, or exchange of securities and investments. The information herein is distributed 

with the understanding that it does not provide accounting, legal or tax advice and the recipient of the information herein should consult 

appropriate advisors concerning such matters. Reference herein to any specific commercial products, process, or service by trade name, 

trademark, manufacturer, or otherwise, does not necessarily constitute or imply its endorsement, recommendation, or favoring by 

Marwood Group Advisory, LLC ("Marwood").  

All information contained herein is provided "as is" without warranty of any kind. While an attempt is made to present appropriate factual 

data from a variety of sources, no representation or assurances as to the accuracy of information or data published or provided by third 

parties used or relied upon contained herein is made. Marwood undertakes no obligation to provide the recipient of the information herein 

with any additional or supplemental information or any update to or correction of the information contained herein. Marwood makes no 

representations and disclaims all express, implied and statutory warranties of any kind, including any warranties of accuracy, timeliness, 

completeness, merchantability and fitness for a particular purpose.  

Neither Marwood nor its affiliates, nor their respective employees, officers, directors, managers or partners, shall be liable to any other 

entity or individual for any loss of profits, revenues, trades, data or for any direct, indirect, special, punitive, consequential or incidental 

loss or damage of any nature arising from any cause whatsoever, even if Marwood has been advised of the possibility of such damage. 

Marwood and its affiliates, and their respective employees, officers, directors, managers or partners, shall have no liability in tort, contract 

or otherwise to any third party. The copyright for any material created by the author is reserved. The information herein is proprietary to 

Marwood. Any duplication or use of such material is not permitted without Marwood's written consent.  

© 2022 Marwood Group Advisory, LLC 
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