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Deal or No Deal: Corporate and Regulatory Due Diligence Considerations

“Lawyers usually bring to each transaction . . . a penchant for detail, the ability to 
scrutinize, and an eagerness to investigate that is not present in other 

professionals.
These are the characteristics that cause lawyers to be called nitpickers,

dealbusters and a variety of other names.
These characteristics, also, are the 

reason lawyers are hired.”1 

Deals in the pharmaceutical and medical device industries come fast and furi-
ously, frequently with urgent deadlines.  Whether the transaction relates to 
a co-promotion, licensing, contract manufacturing, divesture or acquisition, 
thorough and focused due diligence is necessary to minimize surprises, which 
can be very costly. It is also important to recognize that these deals include 
a critical component not found in a routine commercial transaction in an 
unregulated industry: the product or company at issue is regulated by the US 
Food and Drug Administration (FDA) and regulatory issues must be carefully 
considered. 

Space limitations preclude a complete analysis or a lengthy checklist on due 
diligence, but this article highlights some of the corporate and regulatory 
issues to consider.  In addition, it offers some specific recommendations for 
regulatory and quality assurance professionals involved in a due diligence 
matter.

Corporate Issues 

What is Due Diligence?
 
Due diligence is the process of identifying and evaluating the information and 
issues that are material to achieving a pharmaceutical or medical device firm’s 
objective in the sale or purchase of a business or asset group.  Essential to the 
completion of due diligence are communications among the members of 
the due diligence team (including the client) to identify the client’s objectives 
and priorities for the transaction.  Factors to consider range from prioritizing 
due diligence issues to establishing timelines and budgetary objectives, and 
formulating strategies consistent with stated objectives. 
________

American Bar Association, Committee on Negotiated Acquisitions Section of Business Law, Manual 1. 
on Acquisition Review at 1, quoting from Campbell, Management of Title Review, Due Diligence and 
Other Legal Tasks in Larger Oil and Gas Transactions, 31 Rocky Mtn. Min. L. Inst. p.16-9 (1985).
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Why is Due Diligence Important?
 
Due diligence helps to ensure that the objectives of parties to a transaction are achieved by providing infor-
mation to:

Understand the business of the target.•	
Discover hidden/unexpected liabilities and risks.•	
Identify regulatory, licensing, permitting and third-party consent requirements.•	
Analyze restrictions on the business.•	
Provide information necessary to draft representations, warranties, covenants, conditions and indem-•	
nities in the purchase agreement.
Provide the information necessary to prepare and review disclosure schedules.•	
For the seller, ensure an orderly disposition process and management of disclosure to avoid surprises •	
for prospective buyers that could adversely affect valuation.

Life Science Industry Issues

Antitrust Compliance
 
Acquisitions and dispositions within the life science industry commonly involve transactions between com-
petitors.  Antitrust regulations and business objectives may affect the timing and scope of disclosures.  In 
addition, the parties must comply with the Hart-Scott-Rodino notification requirements.  For these reasons, 
in certain transactions it may be advisable to consult with antitrust counsel at the inception of the due dili-
gence process to avoid unintended violations of antitrust regulations or disruption of business objectives. 

Contractual Disclosure Restrictions

Commercial agreements, especially in the life science industry, may restrict the parties from disclosing con-
tract terms to third parties, such as an acquiring company. Sometimes these restrictions do not have excep-
tions that neatly allow for disclosures as part of divesture transactions.  Similarly, confidentiality restrictions 
may prevent sellers from disclosing other critical information, such as sales volume and customer informa-
tion.  Navigating around these restrictions requires sensitivity to the requirements of the various partici-
pants in the transaction as well as the management of risk.

Reviewing Commercial Contracts

The terms of commercial contracts of a business under acquisition review may pose conflicts with the 
existing contracts or business of the acquiring company, may create contingent liabilities for the acquiring 
company after the acquisition or may not allocate responsibilities among the parties consistent with the 
parties’ objectives.  For these and other reasons, the following items typically merit evaluation as a part of 
due diligence:

Exclusivity requirements—Manufacturing agreements for pharmaceutical and medical device prod-•	
ucts typically stipulate that the buyer refrain from contracting with third-party manufacturers to 
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supply the buyer’s requirements for the products. This may be done simply by stating that the buyer 
agrees to purchase all of its products from the supplier. There may be exceptions in cases when the 
supplier is unable to fulfill those requirements. 
Competition covenants—Under a supply agreement, the buyer may want to prohibit the supplier •	
from manufacturing certain types of products for the buyer’s competitors. Also, the agreement may 
contain restrictions on other types of products which the manufacturer may supply.
Manufacturing yields/supply outages/•	 force majeure drafting—Manufacturing agreements often do 
not contain an absolute requirement for the manufacturer to supply products. Instead, these agree-
ments may require the manufacturer to exercise its reasonable efforts to supply the products. Addi-
tionally, the manufacturing process may not yield sufficient quantities to fulfill the buyer’s purchase 
order, or may yield quantities in excess of the purchase order. The manufacturer may become unable 
to supply any products. Force majeure clauses that excuse performance lapses may protect the sup-
plier from being in breach of contract when, for example, the inability to supply product is due to 
governmental action.
Customer cover costs—If the manufacturer is unable to meet the buyer’s requirements for products, •	
the buyer may encounter obligations to its customers that it cannot fulfill. This situation may require 
the buyer or its customers to purchase replacement products from third parties. Manufacturing 
agreements may include provisions allocating responsibilities for these costs between the manufac-
turer and the buyer.
Pricing, pricing adjustments and verifications—Careful review of the circumstances under which •	
product pricing may be adjusted and, where pricing is based on formulas such as standard costs, of 
the buyer’s ability to verify or audit the supplier’s costs is recommended.
Product warranties—The manufacturer should warrant that the products comply with specifications •	
and have been manufactured in accordance with applicable law, and the warranty should remain in 
effect at least through the product’s expiration date.
Indemnification and insurance—Manufacturing agreements typically contain cross-indemnification •	
provisions. While there may be limitations on the damages payable for breach of the contract, the 
indemnification obligations with respect to third-party claims should not be so limited.
Intellectual property—The holder of intellectual property for products subject to the manufacturing •	
agreement should indemnify the other party for violations of third-party rights as a result of perfor-
mance of obligations under the manufacturing agreement. Manufacturing agreements may also 
include provisions for the enforcement of intellectual property rights and sharing of recoveries as a 
result of enforcement.
Regulatory compliance issues—Manufacturing agreements and related documents (such as qual-•	
ity agreements) should include provisions allocating responsibilities and clarifying procedures to 
comply with applicable regulatory requirements associated with performance under the agreement.  
These provisions may include: 

notification of inspections by and communications with regulatory authorities Ĕ
documentation and control procedures Ĕ
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supplier auditing Ĕ
compliance with Good Manufacturing Practices/Quality System Regulations Ĕ
adverse event reporting Ĕ

Term and termination rights—The reliability of the supply source is affected by the duration of the •	
agreement.  No agreement may mean no supply.  The agreement will normally have a stated term 
and provide for early termination based upon cause and possibly discretionary termination provi-
sions. In the event of termination, it may be important to obtain the manufacturer’s assistance to 
qualify a third party to manufacture the products.  Some commercial arrangements may be affected 
by legal restrictions limiting the ability to terminate the relationship, such as state laws restricting 
discretionary termination of distributors, dealers or sales representatives.
Limitation of liability provisions—Commercial agreements typically include terms limiting the li-•	
ability of parties to the agreement.  These limitations of liability may vary significantly.  While waiver 
of extraordinary damages may be an acceptable clause, limitation on liability should not restrict the 
ability of a party to be indemnified against third-party claims resulting from the action of the indem-
nifying party.
Anti-assignment, anti-transfer clauses—The transferability of the agreement should be checked.  Vio-•	
lations of anti-assignment clauses provide opportunities to terminate an agreement or renegotiate 
its terms.

Inventory Issues
 
Where transaction documents contemplate the acquisition of existing inventories of products, factors to 
consider include:

Quality and dating—The buyer will not want to purchase excess quantities of inventory that are not •	
readily saleable. For this reason, the buyer will want to verify or have the seller confirm the quantity 
of inventory, its quality and its expiration date.
Purchase or consign—One way to address excess inventory issues is to stipulate that the purchase •	
price for the inventory will not be paid unless and until the inventory is resold.
Accounting, verification and payment—The process of counting and verifying purchasable quantities •	
of inventory may be addressed in the transaction document.
Ability to trace inventory—The ability to trace inventory to various manufacturing lots may be impor-•	
tant for a number of reasons, including allocating responsibility for claims resulting from the use of 
products and allocating responsibility for returns, rebates and charge-backs.
Returns, rebates and charge-backs—Transaction agreements should establish a method to assign •	
responsibilities to the parties for postclosing performance of obligations associated with returns, 
rebates and charge-backs for products previously or subsequently sold.
Indemnification rights—Under a transaction agreement, the obligations of the buyer and seller •	
regarding claims associated with inventory may depend upon when the inventory was sold or who 
manufactured it. The obligations of a seller with respect to indemnification for claims for use of prod-
ucts should be carefully evaluated to ensure that the buyer is appropriately able to assign responsi-
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bility for indemnification of the buyer against those claims.
Tax resale certificates for exemptions from excise taxes—Some jurisdictions may seek to collect sales •	
or use taxes on the transfer of inventory. The receipt of appropriate exemption certificates may be im-
portant to avoid that tax liability.

Product Liability and Litigation
 
Due diligence should elicit disclosure of material information regarding contingent liabilities so that infor-
mation can be properly evaluated and responsibilities for those contingent liabilities can be assigned be-
tween the parties.

Product Regulatory Status
 
Representations and warranties in transaction agreements are usually an area of active negotiation due to 
their importance to completing the transaction and to allocating responsibilities of the parties after the deal 
is signed.  Based upon the due diligence performed on the company and its products, representations and 
warranties can be crafted to suit the transaction based upon the following:

The regulatory approval status of products may affect the scope and qualifications of representations •	
and warranties.
The existence, maintenance and transfer of the company’s permits, registrations and licenses should •	
be considered.
Regulatory status may also affect the process by which deals are completed and assets acquired. •	

Assets to Acquire
 
The transaction agreement should be appropriately drafted to ensure that all assets important to the ac-
quiring company are in fact transferred.  There are unique assets in life science transactions that should be 
addressed in the agreement, including: 

regulatory applications, approvals, permits, registrations and licenses•	
know-how and data•	
regulatory files, books and records•	

FDA Issues 

The types of documents that a regulatory or quality assurance professional should review in a due diligence 
matter will depend upon the proposed transaction.  However, it is important to remember that, ultimately, 
FDA has jurisdictional authority over the product and the company that holds its marketing authorization.  
Therefore, it is essential that any due diligence review include those most familiar with FDA requirements to 
ensure regulatory matters are properly considered and addressed and the company recognizes the regula-
tory ramifications of the transaction (e.g., authorization, listing, quality-related compliance). 
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Clinical Trial Issues
 
If the product at issue is in the investigational stage, review is necessary to ensure the applicable regulatory 
requirements are met.  Documents to obtain and evaluate include, but are not limited to, clinical investiga-
tor agreements, informed consent forms, Institutional Review Board approval, safety reports given to FDA, 
completed FDA administrative forms and study protocols.  In addition, it is advisable to review FDA cor-
respondence on the study, including emails, logs of telephone conversations and meeting notes, to under-
stand potential FDA concerns and possible regulatory obstacles.2

Marketing Authorization Issues
 
If the transaction involves a commercial product—whether for distribution, promotion or sale—the focus 
should be on what exactly the company is “getting itself into” with FDA.3  Specifically, the due diligence 
should include a review of the marketing application and authorization (and, if a sale, a formal transfer of 
the application and notice to FDA), documentation showing the parameters and limits of any promotional 
claims and any manufacturing issues that may need to be addressed.  If the product was not formally autho-
rized for marketing but can be lawfully sold in the US, such as an over-the-counter drug covered by a mono-
graph or a medical device exempt from the premarket notification requirement (i.e., the 510(k) process), 
there should be a “Memo to File” that justifies the rationale to market.

In addition to reviewing the marketing application itself, the due diligence team should ensure that the 
product has been properly listed with FDA and the manufacturing establishment is registered with the 
agency.  While one might think such documentation is always done, in our experience, this is not always a 
safe assumption. Failure to list or register, when required, is unlawful, and can subject the product or com-
pany to enforcement risk.

Enforcement/Compliance Issues
 
Regardless of the type of transaction involved or the stage of the product (investigational versus commer-
cial), it is important to know the proposed business partner or product asset’s compliance history. A com-
pany should review any enforcement-related documents, such as any FDA 483 (i.e., a list of an FDA investi-
gator’s observations during an inspection), untitled letters, Warning Letters, clinical holds or import alerts 
that might affect the assets at issue (including those in the manufacturing and distribution chain) and the 
company’s responses to FDA. If an Establishment Inspection Report (i.e., the FDA investigator’s summary of 
the inspection) can be obtained, this is a good indication that an inspection is complete and FDA does not 
intend to take any further enforcement action against the company. Similarly, information or knowledge 
concerning any other expected or pending government investigations by groups such as the Federal Trade 
Commission, the US Justice Department, or a state attorney general’s office relating to sales and marketing 
should be obtained.
______

This recommendation applies equally to a commercially-marketed product. 2. 
3.   This article focuses on US issues. However, many of the items discussed here can be extrapolated to ex-US regulatory due diligence. 
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If the value of the assets at issue depends upon a clinical investigator or a consultant who has assisted with 
obtaining marketing authorization, the acquiring company should ensure that these individuals have not 
been debarred or disqualified by FDA or another government agency, because the application itself, and 
any data generated by such individuals and used to support the application, will likely be at risk.

Much of the information described above, such as compliance correspondence and debarment or disquali-
fication lists, is either posted on FDA’s website or is available for disclosure under the Freedom of Information 
Act.

Postmarket Surveillance
 
It is advisable to review any corrective action taken by the other party involving the product, or inquire 
whether any is under consideration. Such actions can include, but are not limited to, recalls, market with-
drawals, “Dear Doctor” letters or product labeling changes due to safety concerns.

The due diligence team should also evaluate all complaints or adverse events, whether reportable or not, 
that relate to the product at issue and how the other party handled them.  This information provides impor-
tant safety data and offers insight into potential safety issues that could prompt FDA (or product liability) 
scrutiny.  It also offers a glimpse into a potential partner’s compliance mindset.

Parting Thoughts
 
In addition to the recommendations offered previously, we offer the following closing advice.

1.  Regulatory and quality assurance staff must be involved in the due diligence process, as they 
will ultimately be responsible for regulatory compliance.  We have seen too many deals that 
are done without adequate regulatory and QA consultation or input.  Frequently, this omission 
leads to regulatory gaps and oversights; frenzied, retroactive reviews of regulatory matters; 
and a sense that compliance takes a backseat to commercial expediency.  Clearly, this is not a 
good idea and may lead to a poor FDA inspection, product approval delay or some other type 
of negative consequence.  Furthermore, such involvement must occur early in the process. 
At times, we hear that including regulatory and QA personnel may delay or derail the due 
diligence process by involving too many parties. Needless to say, such a statement misses the 
mark.  If an FDA-regulated product or company is involved, how can regulatory and QA not 
be involved? Regulatory and QA personnel can assist management in determining potential 
regulatory pitfalls or, at a minimum, the key regulatory issues to consider before proceeding.  
This insight can help minimize surprises and maximize business strategy.  The deal might be 
modified or even rejected based on regulatory and QA input; even if it proceeds, management 
is better informed and educated, about potential risks; regulatory and QA’s job is done. Doing 
it correctly now will save the company a major regulatory headache later.

2. Outside regulatory counselors and consultants should be retained to assist internal regulatory 
and QA units.  Whether to help manage workload, serve as a sounding board for regulatory/
QA/in-house counsel, provide objective analysis or help focus the regulatory discussion, out-
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side advisors with experience in due diligence matters can help protect the company client’s 
best interests.
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