
 

 

Overcoming Barriers to Progress in the Pharmaceutical Industry: Strategies for a Path Forward 

 

The pharmaceutical industry sits at the nexus of cutting-edge science and patient care, regularly 

developing innovations that have the potential to transform lives. However, translating these 

breakthroughs into accessible treatments is a complex and challenging journey. While the industry is 

often criticized for the barriers that impede progress, it is equally important to recognize the efforts and 

strategies being implemented to overcome these challenges. By addressing the complexities of 

regulatory approval, drug pricing, and patient-centered care, the pharmaceutical industry can ensure 

that life-saving innovations reach patients efficiently, affordably, and effectively. 

Streamlining Regulatory Pathways 

Regulatory approval is a crucial step in bringing new drugs to market, ensuring that treatments are both 

safe and effective for patients. The U.S. Food and Drug Administration (FDA) and other global regulatory 

agencies enforce rigorous processes to safeguard public health. However, the rigorous requirements set 

by these agencies can extend the time and cost of drug development significantly The average time to 

bring a new drug from concept to market is currently estimated at 10 to 15 years, with development 

costs reaching upwards of $2.6 billion.1 Recognizing this, the industry and regulators are collaborating to 

streamline the approval process, particularly for therapies that address unmet medical needs.  

The solution lies not in loosening these safeguards but in modernizing and optimizing them. Regulators 

have already made strides in this area, such as the use of accelerated approval pathways, which allow 

drugs for serious conditions to reach patients more quickly while still undergoing post-marketing studies 

to confirm their benefits. Additionally, regulatory agencies are increasingly embracing adaptive trial 

designs and real-world evidence to assess the safety and efficacy of new treatments in a more flexible 

and timely manner.2 These strategies help to balance the need for thorough evaluation with the urgency 

of delivering new therapies to patients. Additional steps include streamlining approval pathways for 

innovative treatments like gene therapies and personalized medicine, which often don’t fit traditional 

regulatory frameworks.3 This may help bridge the gap between rapidly advancing science and existing 

regulatory structures. 

Greater collaboration between pharmaceutical companies, regulators, and academic institutions is 

another promising strategy. By fostering open communication and sharing data more effectively, it’s 

possible to shorten development timelines while maintaining rigorous safety standards. The relationship 

between industry and academia is evident in numerous high-level collaborations. For instance, the 

partnership between Pfizer and the University of California, San Diego (UCSD) focuses on GLP-1 drugs.4 
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UCSD, with its world-renowned Center for Microbiome Innovation, provides expertise in microbial 

genomics and drug discovery platforms. Together with Pfizer, they are working to address a critical 

unmet medical need by developing new antibiotics to overcome the growing threat of drug resistance. 

This collaboration not only leverages the unique strengths of each partner but also demonstrates the 

potential for public-private partnerships to tackle global health challenges. 

Pricing Transparency and Value-Based Models 

Drug pricing remains a significant concern for both the industry and the public. The high cost of 

innovative therapies is often a reflection of the substantial investment required for research and 

development, as well as the lengthy regulatory process. However, the industry is actively exploring ways 

to make pricing more transparent and to align it more closely with the value that treatments provide to 

patients and the healthcare system. 

To balance the needs of patients with the realities of drug development, more flexible pricing strategies 

are emerging. Value-based pricing, for example, links the cost of a drug to the outcomes it delivers. This 

model incentivizes companies to develop treatments that offer clear clinical benefits, while also ensuring 

that payers and patients receive value for their money. Under this model, payers and pharmaceutical 

companies work together to ensure that the price reflects the clinical benefit to patients, which could 

improve both access and affordability. Some drug companies have embraced value-based pricing, 

recognizing the benefits of having an external, independent organization certify their drugs are priced 

fairly.5 One example is when Sanofi and Regeneron lowered the price of their cholesterol-lowering drug, 

Praluent, to one that an analysis suggested was fair. The analysis was conducted by a private, nonprofit 

Institute for Clinical and Economic Review (ICER). In return, Express Scripts, one of the largest pharmacy 

benefit managers in the U.S., agreed to provide Praluent with exclusive formulary placement, increase 

patient access to the drug, and pass along a portion of the rebates it receives to consumers — a win for 

patients and drugmakers alike. Additionally, initiatives to increase pricing transparency are being 

implemented, with some companies disclosing more information about how prices are determined and 

the factors that contribute to cost. Furthermore, risk-sharing agreements—where drugmakers agree to 

refund a portion of the drug cost if certain clinical benchmarks aren’t met—are gaining traction as a way 

to align pricing with patient outcomes.6 

Enhanced transparency in pricing can also foster greater trust between the pharmaceutical industry and 

the public. Increased disclosure of R&D costs, clearer explanations of how drug prices are set, and 

greater scrutiny of intermediaries such as pharmacy benefit managers (PBMs) could help demystify the 

pricing process. This transparency can also support policymakers in implementing reforms that ensure 

essential treatments remain accessible to those who need them most. By focusing on value and 

transparency, the industry aims to build trust and improve access to life-saving treatments. 

Prioritizing Patient-Centered Care 

Patient-centered care is a cornerstone of modern healthcare, emphasizing the need to tailor treatments 

to individual patients' needs, preferences, and values. While this ideal has sometimes been challenging 

to realize in practice, the pharmaceutical industry is increasingly prioritizing patient engagement and 

personalized medicine as key components of drug development. As the industry evolves, there has been 

a growing emphasis on personalized medicine, which holds the promise of better-targeted and more 
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effective treatments based on a patient’s genetic makeup and disease profile. These innovations hold the 

potential to improve outcomes and reduce side effects, making treatments more effective and safer. 

To better understand patients' needs, companies are involving patients in the drug development process 

from the earliest stages, gathering insights that can guide the design of clinical trials and the 

development of therapies. This involves collaborating with patient advocacy groups, collecting real-world 

evidence on treatment outcomes, and designing clinical trials that reflect the diversity of the patient 

population. Such strategies not only improve the relevance and efficacy of new treatments but also help 

ensure that patient voices are heard in the development of new therapies.  

A Collaborative Path Forward 

The pharmaceutical industry’s potential to improve lives through innovation is undeniable, but the path 

from breakthrough to bedside is often filled with obstacles. The pharmaceutical industry is making 

significant strides in addressing the challenges that have historically slowed progress. By embracing 

regulatory modernization, promoting greater transparency in drug pricing, and deepening its 

commitment to patient-centered care, the industry can overcome these challenges and ensure that the 

next generation of medical innovations reaches those who need them most. 

Collaboration is the key. Pharmaceutical companies, academics, clinicians, regulators, policymakers, and 

patient groups must work together to create an ecosystem that supports innovation while also ensuring 

that treatments are affordable and accessible to all who need them. Regulators can continue to 

modernize approval processes for new types of therapies, while the industry explores novel pricing 

mechanisms that tie costs to value delivered. At the same time, patient input should be an integral part 

of drug development, ensuring that the needs of those affected by disease remain at the center of 

innovation efforts. 

The future of healthcare depends on continued innovation, but also on the industry's ability to navigate 

the realities of regulatory and market dynamics. Through strategic partnerships and a commitment to 

transparency and patient care, the pharmaceutical industry is well-positioned to overcome these 

challenges and continue delivering groundbreaking treatments that change lives. 

 

  

  


