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Introduction
Pharmaceutical companies, such as manu-
facturers, distributors, and pharmacies that 
dispense, distribute, and sell prescription 
drugs and devices are subject to state licens-
ing and other regulatory requirements. Cor-
porate transactions involving these com-
panies, including mergers, acquisitions, 
changes of ownership, or even corporate 
restructurings, can trigger a requirement 
to transition or obtain new licenses on top 
of the many other corporate and tax mat-
ters that are also at play. Moreover, there 
are many traps for the unwary for failure to 
follow the state requirements on transition-
ing these licenses that can delay a corporate 
transaction or result in potential suspension 
of authority to conduct business.

Pharmaceutical companies are required 
to maintain these state licenses as manu-
facturers, distributors, etc., in each of the 
states in which their facilities are located 
and in most states in which their products 
are shipped or sold. These state licenses 
may seem a small issue in the overall struc-
ture of a large transaction, but they present 
an important regulatory detail that must be 
addressed in order for the new company to 

conduct business and to complete the trans-
action. As such, a buyer must sort through 
the licensing laws and regulations of nearly 
each (if not all) of the 50 states and the Dis-
trict of Columbia in order to ensure that the 
purchased company continues to lawfully 
operate in each jurisdiction after the change 
of ownership.

Submitting the appropriate change-of-
ownership applications and notifications, 
as well as waiting for the states to respond, 
is a timely process, and many companies 
are left surprised when they reach the clos-
ing deadline but are still awaiting authori-
zation to continue to do business in certain 
states. In the corporate transaction world 
where a seamless transition of operations is 
a necessity, such delays can cause regula-
tory concern as well as logistical difficul-
ties and business interruptions to the parties 
(and their customers).

This article explores the licensing issues 
facing buyers and discusses the variations 
in state laws that affect change-of-owner-
ship requirements. The analysis and guid-
ance provided in this article applies to both 
regular state pharmaceutical licenses and 
state controlled substances licenses. Buy-

ers should note that controlled substances 
licenses are often handled by separate state 
agencies. This article also describes the 
risks of noncompliance with these licens-
ing laws and provides a practical roadmap 
for addressing these issues in order to help 
avoid a disruption of business operations or 
state disciplinary action. 

For purposes of this article, all relevant 
state licensing agencies are referred to as 
“pharmacy boards.” However, many of 
these agencies operate under different 
names, or a state may have an agency that 
regulates the practice of pharmacy and a 
separate agency that regulates the manufac-
turing or distributing of pharmacy products.

It is also important to note that, under the 
federal Drug Supply Chain Security Act 
(DSCSA), the FDA is required to imple-
ment national standards for the licensing of 
wholesale distributors and third-party lo-
gistics providers (3PLs) by December 31, 
2016 (see 21 U.S.C. §§  360eee-2–3). Al-
though these regulations will create some 
changes in how licensing is conducted in 
the future, states will continue to maintain 
licensing authority over pharmaceutical 
companies.
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The Three Important Questions
When a change of ownership of a pharma-
ceutical company is about to occur, there 
are three fundamental questions that a buy-
er should be able to answer.

1. Does the Seller Have All Appropriate 
Licensing for Each State in Which It Does 
Business?
The answer to this question should be de-
termined during the diligence period before 
an offer is even made because it could affect 
the value of the deal and the potential for a 
buyer to have to expend resources not only 
to transition the existing licenses but also 
potentially to obtain “delinquent” licenses 
in some states. The latter may also involve 
potential penalties as discussed below.

Whether the selling company has all nec-
essary licenses depends on state law and the 
relevant pharmacy board’s interpretation of 
that law, as well as the type of activities the 
company is conducting in each state. For 
example, the mere listing of the company’s 
name as the manufacturer on a product la-
bel can necessitate a nonresident manufac-
turer or distributor license in a state where 
that product is sold, whereas some states 
may not require a nonresident distributor 
license unless the out-of-state distributor 
has sales representatives in that state.

Typically, a distributor license is re-
quired in most, if not all, states to which 
a distributor physically ships its products, 
and most states also require manufacturers 
to maintain some form of licensure if their 
products are sold in those states. A seller’s 
lack of appropriate licensure should factor 
into a buyer’s assessment of overall regula-
tory risk.

2. What Type of Transaction Is Taking 
Place?
There are multiple forms of deal structures, 
each likely constructed for optimal value, 
liability, and tax purposes for the particular 
transaction. Although state agencies rarely 
delve into each and every facet of these 
structures, certain basic details can deter-
mine whether a change of ownership will, 
in fact, occur under the state’s law and, if 
so, what effect that change of ownership 

will have on that state’s licensing require-
ments. For instance, most states will want 
to know if the name, federal tax identifica-
tion number, and address are staying the 
same. Additionally, they will want to know 
whether the transaction involves a purchase 
of assets or is a stock purchase. In the event 
of a stock purchase, the states must know 
the percentage of shares whose owners are 
changing.

As a practical matter, stock purchases—
where the corporate name, tax identification, 
and identity remain unchanged—are less 
onerous in regards to transitioning the li-
censes in the various states. Asset purchases 
and creation of new companies generally re-
quire filing an application for a new license. 
These requirements are discussed in more 
detail below.

3. Does a State Require a New License 
or Is a Notification to Update State 
Records Sufficient?
For those states in which the seller’s facil-
ity is licensed, the buyer must determine 
whether it must apply for a new license for 
the facility or if some form of notification 
of the change of ownership is all that is re-
quired. The answer to this question depends 
on a host of factors, including the structure 
of the transaction, state law (where pres-
ent), and the pharmacy boards’ interpre-
tations of their laws. Although most state 
licensing authorities maintain a website, 
the content and detail regarding the neces-
sary requirements vary by state, and often 
the most critical question, i.e., how long it 
will take to process a change of ownership, 
is not provided.

As such, many buyers must contact the 
pharmacy boards directly with the specif-
ics of their transactions in order to ensure 
compliance with each pharmacy board’s re-
quirements. Law firms or state licensing con-
sultants can provide buyers with this infor-
mation based on a review of the regulations 
as well as expertise and experience in these 
transactions. As described in the next section, 
the action required (i.e., new application or 
notification) varies by state, and it can have 
a significant impact on the transition of busi-
ness operations after the deal closes.

Variations in State Change-of-
Ownership Requirements
There are three basic categories of states 
when it comes to change-of-ownership li-
censing requirements. Some states require 
only that the facility, through its new own-
ership, notify the appropriate pharmacy 
board of the change of ownership (notifica-
tion states). Some states require an applica-
tion for a new license, but will allow the 
facility to continue operations under the old 
license while the application is pending if 
the application is received within a certain 
period before or after closing (continued 
operations or CO states). A small handful 
of states also require an application for a 
new license, but will not allow continued 
operations after closing while the applica-
tion is pending (non-continued operations 
or non-CO states).

The pharmacy boards in non-CO states 
take a strict view of their pharmacy laws 
that require proper licensure in order to 
engage in any form of manufacturing, 
distributing, or pharmacy practice in their 
states, even though the facility and its op-
erations were fully licensed under the old 
ownership. Notable non-CO states include 
California, Florida, Maine, Maryland, and 
Oregon. Non-CO states present the most 
significant challenges to buyers looking for 
a seamless continuation of operations upon 
closing.

Logistics and Timing
Corporate transactions often are controlled 
by strict schedules that are created at sign-
ing and culminate at closing. During this 
time period, the buyer must work with the 
seller to apply for new licenses (or submit 
notifications as appropriate) to effectuate 
the change of ownership of the licensed fa-
cility. This process can be time consuming 
for multiple reasons.

First, the applications can be long and 
request information that will take time to 
obtain, including information about the 
owners, employees, customers, and prod-
ucts. For example, in some states the back-
ground information required ranges from a 
representative’s personal residence address 
from seven years ago (see Idaho State Bd. 
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of Pharmacy, Designated Representative 
Personal Information Statement; Md. Bd. 
of Pharmacy, Application for Wholesale 
Distributor Permit), to the personal resi-
dence addresses, Social Security numbers, 
and dates of birth of the facility’s direc-
tors, officers, or owners (see, e.g., State 
of Fla. Dep’t of Bus. & Prof’l Regulation, 
Out-of-State Prescription Drug Wholesaler 
Application; N.Y. State Bd. of Pharmacy, 
Application for Initial Registration or 
Transfer of Ownership of Manufacturer, 
Repacker and/or Wholesaler of Drugs, 
Prescription or Medical Gases). Some ap-
plications ask specific questions about the 
facility’s customers (see, e.g., N.M. Bd. 
of Pharmacy, Wholesale Drug Distributor 
Application), or require a full description 
of the facility, including its square foot-
age, alarm systems, and temperature and 
humidity controls (see, e.g., State of Del. 
Bd. of Pharmacy, Application for Distribu-
tor (Pharmacy-Wholesale) Permit; Md. Bd. 
of Pharmacy, Application for Wholesale 
Distributor Permit). The bottom line is that 
these applications require detailed knowl-
edge of the purchased or to-be-purchased 
facility and its operations and management, 
as well as that of the new ownership.

Second, many states also require cer-
tain personnel to undergo criminal back-
ground checks (including fingerprinting). 
In practice, it can take some states up to 
two months and longer to process these 
background checks. Many of the pharmacy 
boards outsource these background checks 
to other federal or state agencies or to pri-
vate contractors.

Third, many pharmacy boards are short-
staffed and work with a significant backlog. 
As a result, it may take some states up to 
eight to ten weeks to review an application 
and grant a new license.

Fourth, some pharmacy boards will not 
grant a new license until the closing be-
tween the buyer and seller has taken place. 
If the applications are submitted early, 
these pharmacy boards likely will review 
the applications, but they will wait to issue 
new licenses until they receive a final bill 
of sale or other similar closing document.

Finally, most pharmacy boards will not 

issue a new license until the state in which 
the facility is located (referred to as the 
home state or resident state) has issued the 
new license.

All of these factors show why a new 
owner may struggle to have all of its newly 
acquired facility’s licenses in place in or-
der to continue operations in each state im-
mediately after closing, especially when 
working within a truncated closing sched-
ule. Such buyers may find themselves fac-
ing the following questions: What if all of 
the new licenses are not granted at or by 
closing? Should the facility cease opera-
tions in states in which it is still waiting for 
new licenses to issue? What is the risk of 
not doing so? What will happen to its cus-
tomers in states in which the facility ceases 
to operate while its applications are pend-
ing post-closing?

These questions can certainly generate 
consternation for a buyer as the closing 
deadline approaches when the buyer is still 
waiting to receive new change-of-owner-
ship licenses from numerous pharmacy 
boards in jurisdictions where the facility 
does business. These companies are con-
cerned about any disruption of business 
and the effect that disruption will have on 
its customer relations and overall sales.

What Should a New Owner Do If It 
Is Still Waiting on the Issuance of 
Licenses Post-Closing?
Before answering this question, it is help-
ful to step back and look at the big picture. 
The majority of states, as discussed above, 
are either notification states or CO states. 
This means that, if the buyer makes the ap-
propriate notifications and submits its new 
applications within a timely manner, then it 
can continue its operations in those states 
after closing. In other words, there will be 
no disruption of the facility’s operations in 
those states.

There are a handful of states (i.e., the 
non-CO states), however, where the phar-
macy boards will not allow the facility to 
operate in their states post-closing until 
the facility receives its new licenses. If a 
license has not been granted in these states 
by or at closing, the facility should cease 

its business operations in that state. From 
communications with pharmacy board per-
sonnel over the years, the pharmacy boards 
in non-CO states consider continued op-
erations post-closing without a new license 
to constitute the unauthorized practice of 
pharmacy, manufacturing, distributing, etc. 
(i.e., an illegal activity under the state’s 
pharmacy or other relevant laws). In most 
states, such activity constitutes grounds for 
revocation of a license or denial of an ap-
plication (see, e.g., Cal. Bus. & Prof. Code 
§§  4161, 4304; Md. Code Ann., Health 
Occ. §§  12-601, 12-6C-03(a)) and could 
result in civil penalties (see, e.g., Md. Code 
Ann., Health Occ. § 12-6C-11(a)). Accord-
ingly, upon closing of the transaction, a 
new buyer of a facility should cease opera-
tions in each non-CO state until it receives 
appropriate licensure.

Risk of Noncompliance
A common question many buyers in such 
a position ask is what, if any, risk exists 
for continuing operations in non-CO states 
while the new applications are still pending 
after closing.

We are aware of pharmacy boards and 
other state licensing authorities taking en-
forcement action against companies for 
operating in their states without a nonresi-
dent license (see, e.g., Final Consent Order, 
In re Calvin Scott & Company, Inc., Case 
No. PI 11-115 (Md. Bd. Pharmacy Apr. 9, 
2013) (exacting a fine and formal disciplin-
ary action for the distribution of prescription 
drugs into Maryland without a Maryland 
wholesale distributor permit)). There ap-
pears to be less risk of enforcement action 
against companies continuing operations 
under their old licenses for a brief period of 
time while waiting for their new change-of-
ownership licenses to be issued. Certainly, 
states may use some enforcement discretion 
when a company has made a good-faith ef-
fort to timely file a notice/application for a 
change of ownership. That said, a risk of en-
forcement clearly exists and should not be 
ignored. The pharmacy boards in non-CO 
states have the authority to enforce this par-
ticular strict interpretation of their pharmacy 
laws. Thus, it is important to understand the 
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requirements in each state and communicate 
with the state authorities to minimize the 
potential of having to make a difficult deci-
sion—that is, to stop shipping into the state 
or face a potential fine or, worse, denial of 
the pending application.

Some buyers make the business decision 
that the financial and reputational harm in 
discontinuing operations post-closing in 
any non-CO states where applications are 
still pending outweighs the risk of enforce-
ment actions by the pharmacy boards in 
those states. Others take the conservative 
approach of strictly complying with the li-
censure laws in those states, especially if 
the buyer or the purchased facility has a his-
tory of noncompliance with state pharmacy 
laws. Still others may take a measured risk 
approach and choose either to continue or 
temporarily discontinue sales into a partic-
ular state depending on the amount of sales 
and the effect of ceasing shipping on their 
bottom line.

Prospective buyers, however, are not nec-
essarily forced to choose between the Scylla 
of discontinuing operations and the Charyb-
dis of embracing the risk of violating state 
pharmacy law. As discussed below, with 
proper planning and coordination, a buyer 
can obtain all necessary licenses in order to 
continue operations in each state in which 
it does business immediately after closing.

A Roadmap for Prospective Buyers
The following roadmap provides a practi-
cal schedule of actions that a prospective 
buyer can follow in order to help ensure 
a seamless transition of operations during 
the change of ownership. This roadmap 
contains suggestions only, and prospective 
buyers should keep in mind that the details 
of each transaction may likely necessitate 
variations to these suggestions. As such, it 
is essential that a prospective buyer obtain 
the advice of an experienced law firm or 
state-licensing consultant.

Diligence Stage:
•	 Obtain a list of all pharmacy board li-

censes held by the target facility.
•	 Determine whether the target facility has 

all necessary pharmacy board and other 

relevant licenses in light of its business 
operations.

•	 When making an offer appears likely, 
determine which states are notification 
states, CO states, and non-CO states 
based on the proposed transaction details.

•	 Determine which states will also require 
fingerprinting and background checks.

Offer Stage:
•	 Raise the issue of applying for new li-

censes with the seller and explain the ne-
cessity of the seller coordinating with the 
prospective buyer if and when the deal 
reaches the signing stage.

•	 If the deal appears likely, start preparing 
the applications for the home state and 
for any non-CO states where licensure 
is necessary. Prospective buyers should 
fill out the applications as completely as 
practicable and then make a list of infor-
mation needed from the seller.

•	 If non-CO states are at issue, negotiate 
a closing period that takes into consid-
eration a time period for obtaining new 
licenses, keeping in mind that certain 
non-CO states can take up to eight to ten 
weeks to grant a new license upon re-
ceipt of an application.

•	 Arrange for the seller to work with the 
buyer to submit all applications and no-
tifications according to the suggested 
timetable in the next stage, or designate 
a point person at the seller’s facility to 
provide all necessary information to the 
buyer.

•	 Consider the possibility of precondi-
tioning the closing date on the success-
ful receipt of licenses in all non-CO 
states.

•	 Consider seeking representations and 
warranties from the seller that relate to 
the ability to obtain appropriate licenses 
pre- and post-closing, including an es-
crow amount for lost sales if the buyer 
does not receive appropriate licenses 
upon closing or within a designated post-
closing period.

Signing to Closing Stages:
•	 Within the first two days (i.e., immedi-

ately) after signing:

–– finalize and submit the home-state ap-
plication and any non-CO state appli-
cations; and

–– prepare and submit the background 
check applications and fingerprint 
cards for each pharmacy board requir-
ing background checks.

•	 Within the first two weeks (i.e., as soon 
as practicable) after signing:
–– finalize and submit all CO state appli-
cations; and

–– notify all notification states of the up-
coming closing date and change-of-
ownership details (typically a letter 
should suffice, although some states 
have specific notification forms).

–– Note: Be sure to comply with each 
state’s application and notification 
requirements, given that many states 
require the application or notification 
be submitted within a certain time pe-
riod in order for the facility to contin-
ue operating under its current license 
post-closing.

•	 Work closely with the home state and 
non-CO state pharmacy boards to confirm 
receipt of the applications. Many phar-
macy board personnel will work with you 
to ensure that a new license is granted at 
or before closing if you have given them 
adequate time to review your application 
and provide them with completed (not 
partially completed) applications at the 
beginning. If possible, determine who at 
the pharmacy board will be responsible 
for processing the application and ensure 
that this person has your contact informa-
tion for any questions or missing informa-
tion. For pharmacy boards that require a 
copy of the home-state license or of the 
final bill of sale, attempt to coordinate 
with them so that the license can be is-
sued as soon as these documents are made 
available.

•	 On the day of closing, send the final bill of 
sale (or similar document) to all pharmacy 
boards requiring such documentation.

This suggested roadmap is not a guaran-
tee for ensuring that the buyer will obtain 
all appropriate licensing approvals prior to 
or at closing. The process is more art than 
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science. It requires knowledge of each phar-
macy board’s policies and practices, and it 
involves a distinct human element in coordi-
nating with pharmacy board personnel.

Conclusion
Navigating any form of corporate transac-
tion is time-consuming and requires de-
tailed work. The added detail in transac-
tions involving pharmaceutical companies 
of ensuring appropriate state licensure adds 
yet another level of nuance and difficulty. 

This roadmap provides buyers and their 
corporate counsel with some of the infor-
mation needed to ensure that these regula-
tory details do not present an issue after 
closing. In these transactions, buyers and 
their transaction counsel should seek out 
regulatory experts to assist in navigating 
the state licensing process to avoid added 
delays and costs in completing the deal.
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