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Introduction 

The Department of Health & Human Services’ Office of Inspector General (HHS OIG) and U.S. 

Department of Justice (DOJ) have published important guidance and recommendations for 

pharmaceutical companies to develop and implement effective compliance programs. Both HHS OIG 

and DOJ have made it absolutely clear that robust, multifaceted compliance programs are a must for 

pharmaceutical companies. Akin has compiled this guide to help in-house counsel and compliance 

professionals navigate the evolving compliance guidance provided by both agencies. 

In 2023, HHS OIG published the General Compliance Program Guidance (GCPG), providing insights 

which complement the 2003 Compliance Program Guidance for Manufacturers guidance. The GCPG 

addresses new issues such as financial arrangements, civil monetary penalties, beneficiary 

inducements, exclusionary authority, information blocking, Health Insurance Portability and 

Accountability Act (HIPAA) privacy and security rules, and the role of compliance committees and 

boards of directors in ensuring compliance. It also emphasizes the inclusion of patient safety and 

product quality issues in compliance programs. It remains to be seen when HHS OIG might publish an 

update to the 2003 CPG for Manufacturers as an Industry-Specific Compliance Program Guidance. 

Similarly, guidance published by the DOJ’s Criminal Division helps inform prosecutors’ evaluation of 

corporate compliance programs. The DOJ’s Evaluation of Corporate Compliance Programs guidance 

provides a roadmap for prosecutors to assess the effectiveness of compliance programs and make 

informed decisions regarding resolutions, penalties, and obligations, and thus serves as a roadmap for 

counsel and compliance professionals in designing, maintaining and testing corporate compliance 

programs. The DOJ guidance has been updated multiple times, with the 2023 version introducing new 

considerations such as non-disclosure agreements, messaging platforms, autonomy and resources for 

compliance functions, compensation structures and the use of data to demonstrate program 

effectiveness. 

We hope this guide is helpful. Companies with questions about the guidance or strategies to ensure 

that their compliance programs align with government expectations should contact Craig Bleifer at +1 

212-872-8184 and cbleifer@akingump.com 

 

Introduction 

mailto:cbleifer@akingump.com
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HHS OIG’s 2003 Compliance Program Guidance for Pharmaceutical Manufacturers 

The Department of Health and Human Services’s Office of Inspector General (HHS OIG) first issued its 

Draft Compliance Program Guidance (CPG) on October 3, 2002. Of note, shortly before the Draft CPG 

was issued, the Pharmaceutical Research and Manufacturers of America (PhRMA) had issued its own 

first “Code on Interactions With Healthcare Providers” effective July 1, 2002. In a nod to PhRMA’s 

efforts, the Draft (and final) CPG specifically refer to the PhRMA Code as “a good starting point” for 

an effective compliance program and recommended that manufacturers “at a minimum” comply with 

the PhRMA Code, while noting that: 

compliance with the relevant sections of the PhRMA Code will not necessarily protect a 
manufacturer from prosecution or liability for illegal conduct.1 

After a public comment period, HHS OIG published the final OIG Compliance Program Guidance for 

Pharmaceutical Manufacturers [TAB 1] on May 5, 2003, stating: 

This guidance explains the value of compliance programs and details specific elements that 
pharmaceutical manufacturers should consider when developing and implementing an effective 
compliance program.2 

The 2003 HHS OIG Guidance was itself inspired in part by the 1987 Federal Sentencing Guidelines 

Manual, which set forth, with respect to mitigating factors to take into account for corporate 

defendants, the now well-known “7 Elements of an Effective Compliance Program”, which are 

summarized by HHS OIG as: 

1. Implementing written policies and procedures. 

2. Designating a compliance officer and compliance committee. 

3. Conducting effective training and education. 

4. Developing effective lines of communication. 

5. Conducting internal monitoring and auditing. 

6. Enforcing standards through well-publicized disciplinary guidelines. 

7. Responding promptly to detected problems and undertaking corrective action.3 

 
1 67 Fed. Reg. 62057, at 62063. 
2 HHS OIG Announcement, “Voluntary Compliance Guidance Issued for Pharmaceutical Manufacturers,” 

April 28, 2003, quoting Inspector General Janet Rehnquist. Available at: https://oig.hhs.gov/newsroom/news-
releases-articles/voluntary-compliance-guidance-issued-pharmaceutical-manufacturers/. 

3 68 Fed. Reg. 23731. 

Summary of DOJ and HHS OIG Guidance 

https://oig.hhs.gov/newsroom/news-releases-articles/voluntary-compliance-guidance-issued-pharmaceutical-manufacturers/
https://oig.hhs.gov/newsroom/news-releases-articles/voluntary-compliance-guidance-issued-pharmaceutical-manufacturers/
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The 2003 Guidance was left unchanged for the next 20 years. In 2020, the HHS OIG issued the “Special 

Fraud Alert” on Speaker Programs,4 which provided a great level of detail of HHS OIG’s thinking on 

how to appropriately conduct such activities and the risks thereof, yet this was not itself an 

amendment to the 2003 Guidance. Then, in April 2023, HHS OIG announced that it was modernizing its 

CPGs, indicating that a new umbrella General CPG (GCPG) for all individuals and entities involved in 

the health care industry would be established, followed by industry-specific CPGs (ICPGs). OIG pointed 

out in its notice: 

Neither OIG’s existing CPGs nor any forthcoming GCPG or ICPG constitutes a model compliance 
program. Rather, the goal of these documents has been, and will continue to be, to set forth a 
voluntary set of guidelines and identified risk areas that OIG believes individuals and entities 
engaged in the health care industry should consider when developing and implementing a new 
compliance program or evaluating an existing one. 

 
 
 

 
 

 
4 HHS OIG “Special Fraud Alert: Speaker Programs” November 16, 2020, available at 

https://oig.hhs.gov/documents/special-fraud-alerts/865/SpecialFraudAlertSpeakerPrograms.pdf. 

Compliance program guidance is a major initiative of the OIG in 
its effort to engage the health care community in preventing and 
reducing fraud and abuse in federal health care programs. The 
purpose of the compliance program guidance is to encourage the 
use of internal controls to efficiently monitor adherence to 
applicable statutes, regulations and program requirements.” 
 
- HHS/OIG 2003 

https://oig.hhs.gov/documents/special-fraud-alerts/865/SpecialFraudAlertSpeakerPrograms.pdf
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HHS OIG’s 2023 General Compliance Program Guidance 

By November 2023, HHS OIG published the General Compliance Program Guidance (2023 GCPG) [Tab 

2]. Keep in mind that, as a GCPG, it does not technically replace the 2003 Guidance, which is still in 

place.5 There is currently no published date for the release of an ICPG for the pharmaceutical industry 

which will replace the 2003 Guidance. The 2023 GCPG is still instructive on many levels. Highlights of 

new issues tackled by the 2023 GCPG include: 

• Suggestions for how to determine whether a proposed financial arrangement is violative of the 

Anti-Kickback Statute. 

• A checklist of acts that can potentially lead to civil monetary penalties (CMPs). 

• A useful summary of the Beneficiary Inducements CMP and its differences from the Federal 

Anti-Kickback Statute and the anti-kickback CMP, including OIG’s interpretation of 

“remuneration” not to include items of “nominal value” of no more than $15/item or $75 in 

the aggregate annually. 

• A detailed review of mandatory and permissive exclusionary authority of the OIG and practical 

ways to avoid employing or contracting with excluded persons and entities. 

• Summaries of several topics not included in the 2003 Guidance at all, including managing risks 

relating to “Information Blocking” of electronic health information (EHI) (although most likely 

applicable to health information technology (IT) developers and provider entities) and HIPAA 

Privacy and Security Rules including breach notification requirements (although enforced by 

the HHS Office of Civil rights, not the OIG). 

• An outline of the duties of the Compliance Committee and membership expectations, and the 

role of the board of directors in overseeing the compliance program. 

• Suggestions for useful training topics and tactics that can create open lines of communication. 

• Suggestions for potential consequences for employees who are noncompliant as well as 

incentives to encourage participation in the compliance program. 

• A reference to the Committee of Sponsoring Organizations (COSO) Framework, the Government 

Accountability Office’s (GAO) Green Book and the Chief Financial Officer (CFO) Council’s 

Playbook as good examples of how to implement an adequate risk-assessment and management 

process as part of the compliance program. 

• An emphasis on including patient safety and product quality issues in the compliance program. 

 
5 Thus, it would appear that the GCPG has no impact on Cal. Health & Safety Code §§ 119400-119402, 

which requires companies to incorporate the elements of an effective compliance program identified in the 
“Compliance Program Guidance for Pharmaceutical Manufacturers” published by the Office of the Inspector 
General, U.S. Department of Health and Human Services (HHS-OIG Guidance). Once the ICPG is published, there 
may be an impact. 
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• Suggestions for newcomers or outsiders to health care businesses, such as start-up companies, 

or outside investors or owners such as private equity (PE) firms. 

• A review of the “7 Elements of a Successful Compliance Program” and modifications that small 

and larger entities might need to effectively implement a compliance program. 

• The 2023 GCPG, cross-referencing recent DOJ pronouncements, also emphasizes maintenance, 

upkeep, electronic accessibility and comprehensibility of the company’s code of conduct, 

policies and procedures by all “relevant individuals” including third-party contractors or 

agents. 

• The 2023 GCPG also states that the compliance officer should not only be independent and 

report directly to the chief executive officer (CEO) or the board of directors but also should 

have the following additional characteristics that go beyond the 2003 Guidance: 

o “[H]ave sufficient stature within the entity to interact as an equal of other senior 

leaders of the entity” (defined as the other direct reports to the CEO). 

o “[D]emonstrate unimpeachable integrity, good judgment, assertiveness, an 

approachable demeanor, and the ability to elicit the respect and trust of entity 

employees.” 

o “[H]ave sufficient funding, resources, and staff to operate a compliance program 

capable of identifying, preventing, mitigating, and remediating the entity’s compliance 

risks.” 

o “[S]hould not be responsible, either directly or indirectly, for the delivery of health 

care items and services or billing, coding, or claim submission. In addition, involvement 

in functions such as contracting, medical review, or administrative appeals present 

potential conflicts. Whenever possible, the compliance officer’s sole responsibility 

should be compliance.” 

o “[S]hould have the authority to review all documents, data, and other information that 

are relevant to the organization’s compliance activities. This includes, but is not limited 

to, patient records, billing records, sales and marketing records, and records concerning 

the entity’s arrangements with other parties, including employees, independent 

contractors, suppliers, physicians, and other health care professionals. The compliance 

officer also should have the authority to interview anyone within or connected to the 

organization in connection with a compliance investigation, or designate an appropriate 

person to conduct such an interview.” 

Thus, the 2023 GCPG is a good preview of things to come for the likely pharmaceutical-specific ICPG. 

Like the GCPG, it promises to be based on the last 20 years of experience of the OIG in prosecuting 

and settling cases, the conclusions reached in OIG advisory opinions on a myriad of specific proposed 

arrangements, and changing practices in the industry. 
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DOJ’s 2020 “Evaluation of Corporate Compliance Programs” 

The Department of Justice, Criminal Division has published several versions of the “Evaluation of 

Corporate Compliance Programs” (DOJ Guidance) as a way of assisting prosecutors in making decisions 

under the “Principles of Federal Prosecution of Business Organizations” in the Justice Manual 

specifically directed to issues of adequate and effective compliance programs. The DOJ Guidance 

document is intended to guide prosecutors as to the appropriate: 

(1) Form of any resolution or prosecution. 
(2) Monetary penalty, if any. 
(3) Compliance obligations contained in any corporate criminal resolution (e.g., monitorship or 
reporting obligations)6 

The DOJ Guidance is therefore not technically directed to companies, let alone pharmaceutical 

companies, to require certain corporate compliance program designs, but is only a guidance for the 

prosecutors themselves. As stated in the DOJ Guidance: 

 

 

 

 

 

 

However, it does provide a road map for what the DOJ and federal prosecutors will expect to see at a 

company, including a pharmaceutical company, in terms of demonstrating an adequate and effective 

compliance program. Demonstrating a program in alignment with the DOJ Guidance can allow a 

company to potentially avoid prosecution, obtain a more favorable resolution including potentially 

reduced monetary penalties and avoid new and harsh compliance program requirements, reporting 

and/or monitorship. 

The DOJ Guidance was originally issued in February 2017 and updated in April 2019, June 2020 and 

finally in January 2023. These updates were based on various experiences of the DOJ in investigating, 

prosecuting and settling cases. The 2020 DOJ Guidance [Tab 3] was itself a major revision of prior 

editions. In publishing the guidance, Assistant Attorney General Brian Benczkowski stated: 

“Effective compliance programs play a critical role in preventing misconduct, facilitating 
investigations, and informing fair resolutions” 

 
6 Evaluation of Corporate Compliance Programs (Updated March 2023), at 1. 

This [DOJ] document is meant to assist prosecutors 
in making informed decisions as to whether, and to 
what extent, the corporation’s compliance program 
was effective…” 
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“Today’s guidance document is part of our broader efforts in training, hiring, and enforcement 
to help promote corporate behaviors that benefit the American public and ensure that 
prosecutors evaluate the effectiveness of compliance in a rigorous and transparent manner.” 

The 2020 DOJ Guidance clarified and expanded upon the same three “fundamental questions” as had 

been posed in the previous DOJ Guidance for prosecutors when evaluating the effectiveness of a 

compliance program: 

1. Is the Corporation’s Compliance Program Well Designed? 
2. Is the Program Being Applied Earnestly and in Good Faith? In other words, is the 

program being implemented adequately resourced and empowered to function 
effectively? 

3. Does the Corporation’s Compliance Program Work? 

As you can see from the crossed-out language above, prior editions of the DOJ Guidance merely asked 

prosecutors to determine whether the program was “being implemented.” By 2020, the DOJ 

determined (as indicated in the underlined language above) that it was critical at the highest level of 

analysis to determine whether the compliance program was in fact enabled to be implemented, as 

evidenced by the company’s actual dedication of appropriate and adequate resources as well as giving 

the compliance function the appropriate power, authority and access necessary to perform its duties 

thoroughly. 

Among the new areas expanded and emphasized in 2020 DOJ Guidance for a “well-designed” 

compliance program were: 

• Training and Communications – Shorter, more targeted training sessions; and employees should 

be given the opportunity and means to ask questions arising out of trainings. 

• Mergers and Acquisitions – Pre/post-acquisition diligence, post-acquisition remediation. 

• User-Friendliness of Policies, Procedures – Tracking use/access; evaluating impact on behavior; 

testing awareness of/comfort with hotline. 

• Autonomy and Resources – Does compliance have sufficient seniority, resources, staff, 

autonomy from management (be able to explain reporting structures), investment by 

management in training and development of compliance staff, and unfettered and adequate 

access to and use of company data? 

• Demonstrating Effectiveness Through Data – If a company cannot demonstrate its compliance 

program’s effectiveness through data, it will need to explain why not and whether compliance 

personnel were provided with the opportunity to review and analyze relevant data. The DOJ 

will place the onus on companies to explain any limitations on access or use of data resulting 

from the application of foreign laws. 

• Investigation of Misconduct – Whether the company has a well-functioning and appropriately 

funded mechanism for timely and thorough investigations. 
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By 2021, however, the DOJ indicated that it was again refining its approach to corporate criminal 

enforcement. On October 28, 2021, Deputy Attorney General (DAG) Lisa O. Monaco restored guidance 

from the prior administration to require companies to provide the DOJ with all non-privileged 

information about individuals responsible for misconduct, including the highest and lowest level 

employees and officials, in order to receive cooperation credit.7 Then in 2022, DAG Monaco announced 

further updates further reinforcing the DOJ’s commitment to individual responsibility for corporate 

crimes, including updated considerations for evaluating a company’s compliance program.8 The 2022 

Monaco Memo previews expectations later embellished in the DOJ’s 2023 Guidance, including a focus 

on compensation incentives and related considerations of when to require independent compliance 

monitoring. 

 

 
7 Monaco, Lisa O., “Corporate Crime Advisory Group and Initial Revisions to Corporate Criminal 

Enforcement Policies” (October 28, 2021) available at 
https://www.justice.gov/dag/page/file/1445106/download. 

8 Monaco, Lisa O., “Further Revisions to Corporate Criminal Enforcement Policies” (September 15, 2022). 
The 2022 Monaco Memo also emphasizes that the company disclosure must be “timely” and focus on producing 
the most relevant evidence of criminality. Further, companies must timely preserve, collect and disclose 
relevant information in order to get full cooperation credit. The memo also focuses on the DOJ evaluating a 
company’s entire history of misconduct, including criminal, civil and regulatory matters, when making decisions 
about how to resolve an investigation. 

It all comes back to corporate culture…” 
- Deputy Attorney General Lisa O. Monaco 
 September 15, 2022 

https://www.justice.gov/dag/page/file/1445106/download
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DOJ’s 2023 “Evaluation of Corporate Compliance Programs” 

The DOJ issued its updated “Evaluation of Corporate Compliance Programs (Updated March 2023)” 

[TAB 4] (2023 Guidance), adding significant new considerations as compared to the 2020 Guidance. A 

handy redline comparing the 2020 to the 2023 version is attached at [TAB 5]. For example, the 

measure of whether a compliance program is effective depends on not only whether it is designed to 

detect misconduct, but also whether it is designed to prevent misconduct. Other additions to the 2020 

Guidance include: 

• An assessment of whether corporations use nondisclosure agreements to inhibit public 

disclosure of wrongdoing. 

• Attention to messaging platforms and personal device use policies: what channels are allowed 

and why; what policies/procedures and enforcement; risk management, data security. 

• An entirely new section, “Independence and Empowerment,” which focuses on the incentives 

and independence of the compliance function, asking: 

o “Is compensation for employees who are responsible for investigating and adjudicating 

misconduct structured in a way that ensures the compliance team is empowered to 

enforce the policies and ethical values of the company?” 

o “Who determines the compensation, including bonuses, as well as discipline and 

promotion of compliance personnel or others within the organization that have a role in 

the disciplinary process generally?” 

• Another new section on overall “Compensation Structures and Consequence Management 

(CM)”: 

o Metrics to ensure consistency in discipline. 

o Suggesting the companies “publiciz[e] disciplinary actions internally, where 

appropriate…” and asking in the case of executive exits: “are the actual reasons for 

discipline communicated to employees in all cases? If not, why not?” 

o Tracking data to measure effectiveness of investigations and CM: the number of 

substantiated cases, average time to completion, effectiveness and consistency of 

disciplinary measures across levels, geography, business units/departments. 

o Whether the compliance program uses compensation to incentivize compliance and uses 

financial incentives to mitigate misconduct such as compensation clawback provisions, 

the escrowing of compensation or financial penalties for misconduct. 

o Financial incentive tools may include affirmative metrics and benchmarks to reward. 

o Compliance-promoting behavior, promotions, bonuses, opportunities to serve as a 

compliance “champion” and “make compliance a significant metric for management 

bonuses.” 
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In sum, the 2020 and 2023 DOJ Guidance are a robust resource and blueprint for the design, 

implementation, maintenance and ongoing monitoring and auditing of an effective compliance 

program. 

A Final Note: On Self-Disclosure 

The question of “when” to self-disclose misconduct is critical but subject to different approaches. In 

January 2023 the DOJ published the Criminal Division Corporate Enforcement and Voluntary Self-

Disclosure Policy (which previously only applied to Foreign Corrupt Practices Act (FCPA) cases but 

which now applies to all DOJ corporate criminal matters). This updated policy indicates that that a 

declination is available only if “voluntary self-disclosure was made immediately upon the company 

becoming aware of the allegation of misconduct.” By contrast, the DOJ Civil Division, Consumer 

Protection Branch, in its updated February 2023 protocol, requires disclosure “prior to an imminent 

threat” or “within a reasonably prompt time after becoming aware of the offense.” HHS OIG’s 2021 

disclosure protocol states that companies are expected to conduct an internal investigation and report 

findings to the OIG and must complete the investigation at latest 90 days after its initial disclosure 

submission as well as ensure that the violative conduct has ended or that the improper arrangement 

will be terminated within 90 days of submission. 

Meanwhile, the health-care-industry-specific 2023 GCPG takes a different approach that expressly 

gives companies more time to assess the matter before self-reporting: 

As a general matter, if credible evidence of misconduct from any source is discovered and, 
after a reasonable inquiry, the compliance officer or counsel has reason to believe that the 
misconduct may violate criminal, civil, or administrative law, then the entity should promptly 
(not more than 60 days after the determination that credible evidence of a violation exists) 
notify the appropriate Government authority of the misconduct. (2023 GCPG, at 61). 

However, the 2023 GCPG also states that some violations “may be so serious that they warrant 

immediate notification to governmental authorities, prior to, or simultaneous with, commencing an 

internal investigation.” Examples mentioned are acts that are “a clear violation of criminal law.” 

However, companies need to be mindful that many potential violations of the Food, Drug & Cosmetic 

Act and Medicare program statutes, regulations and rules carry criminal penalties. Other factors to 

consider when potentially “immediately” reporting include a “significant adverse effect on either 

patient safety or the quality of care,” or acts that “indicat[e] evidence of a systemic failure to comply 

with applicable laws, an existing CIA, or other standards of conduct, regardless of the financial impact 

on Federal health care.” (2023 GCPG, at 61). Both of those exceptions clearly require companies to 

make a case-by-case assessment of the totality of the facts and legal issues at stake. 
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An Overview of Akin 

Akin is a global elite law firm providing innovative legal services and business solutions to individuals 

and institutions. With 17 offices worldwide and more than 900 lawyers and professionals, we are 

among the world’s largest law firms, yet we strive to provide every client focused and consistent 

attention. 

Distinguished by the breadth of our experience and capabilities, our commitment to client service is 

supported by a culture rooted in collaboration and caring. Every day, our professionals tackle complex 

and highly consequential legal engagements with keen commercial awareness and a strategic 

alignment with our clients’ business goals. Akin is known for its strength in disputes, investigations and 

high-stakes appellate work, leadership in transformative transactions and depth in lobbying and public 

policy. Serving clients in more than 250 areas that range from the traditional, such as disputes, 

corporate and finance, to the cutting edge, such as biotechnology, renewable energy and 

cybersecurity, we are committed to creating, expanding and protecting our clients’ assets and 

interests. 

Through our network of domestic and international offices, we advise companies across myriad 

industries in both mature and emerging markets. Akin professionals possess a sharp understanding of 

the intangible factors in economic and political infrastructures, combining it with firsthand 

government experience at the highest levels around the world. Armed with our advice, clients can 

grow and thrive in the global marketplace. 

 

 

About Akin 



Akin’s Life Sciences Practice 

 
 

© 2024 Akin Gump Strauss Hauer & Feld LLP   

Pharmaceutical Practice Overview 

Every day our clients are developing new and exciting products that shape the future of health care 

and wellness for patients and consumers. While making important advances in medical products and 

food, they also face multiple challenges. We help clients overcome these hurdles by engaging with the 

U.S. Food and Drug Administration (FDA) and other global and state regulators. We also advise clients 

on the best way to secure investments for new research and development and to manage the ongoing 

risk of high-stakes investigations, enforcement actions and recalls that could potentially result in 

litigation. 

From your initial concept until your new product is in the hands of consumers, our team will work with 

you during all stages of the product’s life cycle. To do this, we guide you through a product’s research 

and development, review and approval, commercialization, post-market obligations and modifications. 

We can handle any compliance or enforcement challenges that arise. We also make sure that your 

business transactions and compliance programs adhere to all applicable laws and FDA regulations. 

By combining our lawyers’ in-depth and firsthand knowledge of FDA regulations and public policy 

advocacy with the resources of a full-service global law firm, our food, drug and device practice 

effectively: 

• Provides regulatory and strategic advice to clients during product development, the application 

and approval process, post-market requirements, recalls and FDA 483s. 

• Advises clients on pharmaceutical compliance program requirements, policies, implementation and 

best practices as well as internal and external government investigations. 

• Advises clients on FDA-related compliance issues and represents clients in enforcement actions 

brought by the FDA, DOJ and other authorities. 

• Performs due diligence and develops agreements relating to investments and transactions in FDA-

regulated companies and products. 

• Develops and executes advocacy strategies for policy and legislative reforms relating to FDA-

regulated products. 

• Advises companies on the development and commercialization of both large and small molecules, 

orphan drug and other exclusivities, priority review vouchers (PRVs) and rare diseases. 

Creates strategies with clients on drug pricing, reimbursement and reporting, including the potential 

impact of the Inflation Reduction Act’s (IRA) drug price negotiation program on strategic pipeline 

development decisions, commercialization and litigation matters. 



Akin’s Life Sciences Practice 

 
 

© 2024 Akin Gump Strauss Hauer & Feld LLP   

Our Health Care & Life Sciences Regulatory Specialties 

 

Transactions Overview 

We combine our skills to help organizations successfully bring their health care innovations and food 

products to market and lay the foundation for long-term success. We work with investors, financial 

institutions and companies on corporate transactions and other partnership. Our clients include 

companies that rely on us to analyze, draft and negotiate licensing agreements relating to FDA-

regulated products and data supporting marketing submissions. 

Our integrated transactions teams have the skill and broad experience to help life science businesses, 

health care companies, their investors and other industry participants chart a path to success. We 

combine highly experienced corporate transactional attorneys with members of our health care & life 

sciences regulatory practice to bring a comprehensive approach to our clients’ projects. 

For deals subject to antitrust scrutiny, experts from our antitrust and state attorneys general practices 

help clients navigate state and federal regulatory review processes and offer strategic counsel to 

maximize chances of success. 

We represent leading drug and device manufacturers, health systems, hospitals, investors and lenders 

in complex acquisitions, divestitures, mergers, joint ventures, financings and restructurings. Our 

lawyers have assisted in high-profile transactions stemming from consolidation trends, realignments, 

cost and quality control initiatives, innovative technology developments and an increased interest by 

private-equity investors in health care providers and the wide variety of companies servicing the 

industry. 

In addition, our royalty monetization team focuses on representing clients in the purchase and sale of, 

or financing backed by, interests in royalty and synthetic streams relating to life sciences and 

pharmaceutical products. We have deep experience in transactions that involve contingent 

considerations such as royalty payments and milestone payments. 
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Craig B. Bleifer 
Partner 

cbleifer@akingump.com 

New York  

T +1 212.872.8184 

• Experienced executive with more than 20 
years of in-house experience in the 
pharmaceutical industry. Former Senior Vice 
President (VP) and General Counsel, Novo 
Nordisk, and former Senior VP & General 
Counsel, Daiichi Sankyo. 

• Counsels health care and life sciences clients 
on a range of compliance, policy, regulatory 
and corporate matters involving the FDA, 
Centers for Medicare & Medicaid Services 
(CMS) and HHS OIG. 

• Negotiates transactional documents for 
licenses, co-promotion/co-development, 
outsourcing, manufacturing and mergers and 
acquisitions (M&A) agreements between life 
sciences companies as well as M&A and 
investment agreements on behalf of PE and 
venture capital (VC) firms. 

Contact 

mailto:cbleifer@akingump.com
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United States 

Boston 

33 Arch Street 

Suite 2500 

Boston, MA 02110 

T +1 617.535.6161 

Dallas 
2300 N. Field Street 

Suite 1800 

Dallas, TX 75201-2481 

T +1 214.969.2800 

Fort Worth 
201 Main Street 

Suite 1600 

Fort Worth, TX 76102 

T +1 817.886.5060 

Houston 
1111 Louisiana Street 

44th Floor 

Houston, TX 77002-5200 

T +1 713.220.5800 

Irvine 
4 Park Plaza 

Suite 1900 

Irvine, CA 92614-2585 

T +1 949.885.4100 

Los Angeles 
1999 Avenue of the Stars 

Suite 600 

Los Angeles, CA 90067-6022 

T +1 310.229.1000 

Philadelphia 
1735 Market Street 

12th Floor 

Philadelphia, PA 19103-7501 

T +1 215.965.1200 

New York 
One Bryant Park 

Bank of America Tower 

New York, NY 10036-6745 

T +1 212.872.1000 

San Antonio 
112 E. Pecan Street 

Suite 1010 

San Antonio, TX 78205-1512 

T +1 210.281.7000 

San Francisco 
100 Pine Street 

Suite 3200 

San Francisco, CA 94111-5218 

T +1 415.765.9500 

Washington, D.C. 
Robert S. Strauss Tower 

2001 K Street, N.W. 

Washington, DC 20006-1037 

T +1 202.887.4000 

Asia 

Hong Kong 
Units 1801-08 & 10 

18th Floor Gloucester Tower 

The Landmark 

15 Queen’s Road Central 

Central, Hong Kong 

T +852 3694.3000 

Singapore 

2 Shenton Way 

#16-01 SGX Centre 1 

Singapore 068804 

T +65 6579.9000 

Europe 

Geneva 

54 Quai Gustave Ador 

1207 Geneva, Switzerland 

T +41 22.888.2000 

London 
Ten Bishops Square 

Eighth Floor 

London, E1 6EG United Kingdom 

T +44 20.7012.9600 

Middle East 

Abu Dhabi 
Abu Dhabi Global Market Square 

Al Sila Tower 

21st Floor 

P.O. Box 55069 

Abu Dhabi, UAE 

T +971 2.406.8500 

Dubai 
ICD Brookfield Place 

Level 40 

Al Mustaqbal Street 

DIFC 

Dubai, UAE 

T +971 4.317.3000 

 

Locations 



 

 

 

Akin is a leading global law firm providing innovative legal services and business solutions to individuals and institutions. Founded in 1945 by Richard Gump and Robert Strauss with the guiding vision that commitment, 

excellence and integrity would drive its success, the firm focuses on building lasting and mutually beneficial relationships with its clients. Our firm’s clients range from individuals to corporations and nations. We offer 

clients a broad-spectrum approach, with over 85 practices that range from traditional strengths such as appellate, corporate and public policy to 21st century concentrations such as climate change, intellectual property 

litigation and national security. 
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