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patent, and the transfer of these rights 
via the license constitutes an asset ac-
quisition. Further, even if B retained 
all rights to manufacture (so that A 
could not manufacture), B would still 
retain limited manufacturing rights, 
and A would still receive all commer-
cially significant rights to the patent. 
Thus, the transfer of these rights via 
the license would also constitute an 
asset acquisition. 

2. B holds a patent for an in-vitro di-
agnostic substance relating to arthri-
tis. B will grant A an exclusive license 
to all of B’s patent rights for all veteri-
nary indications. B retains all patent 
rights for all human indications. The 
exclusive license to all commercially 
significant rights for all veterinary in-
dications is an asset acquisition be-
cause A is receiving all rights to the 
patent for a therapeutic area. 

3. B holds a patent relating to a bio-
logical product. B will grant A an ex-
clusive license to all of B’s patent 
rights in all therapeutic areas. A and B 
are also entering into a co-develop-
ment and co-commercialization agree-
ment under which B will assist A in de-
veloping, marketing and promoting the 
product to physicians. B cannot sepa-
rately use the patent in the same 
therapeutic area as A under the co-de-
velopment and co-commercialization 
agreement. A will book all sales of the 
product and will pay B a portion of the 
profits resulting from those sales. De-
spite B’s retention of these co-rights, A 
is still receiving all commercially sig-
nificant rights. The licensing agree-
ment is an asset acquisition. This 
would be an asset acquisition even if B 
also retained limited manufacturing 
rights. 

4. B holds a patent relating to an ac-
tive pharmaceutical ingredient and a 
bulk compound that contains that ac-
tive pharmaceutical ingredient. B will 
grant A an exclusive license to use the 
bulk compound to manufacture and 
sell a finished product in the neuro-
logical therapeutic area. B cannot 
manufacture the active pharma-
ceutical ingredient or bulk compound 
for any other finished products in the 
neurological area, but it can manufac-
ture either for use by another party in 
a different therapeutic area. Despite 
B’s retention of manufacturing rights 

of the active pharmaceutical ingre-
dient and bulk compound for thera-
peutic areas other than neurology, A is 
still receiving all commercially signifi-
cant rights in a therapeutic area and 
the licensing agreement is the acquisi-
tion of an asset. 

5. B holds a patent related to a phar-
maceutical product that has been ap-
proved by the FDA. B will enter into 
an exclusive distribution agreement 
with A that will give A the right to dis-
tribute the product in the U.S. B will 
manufacture the product for A and will 
receive a portion of all revenues from 
the sale of the product. A receives no 
exclusive patent rights under the dis-
tribution agreement. A has not ob-
tained all commercially significant 
rights to the patent because it is only 
handling the logistics of selling and 
distributing the product on B’s behalf. 
Therefore, the exclusive distribution 
agreement is not an asset acquisition. 

[43 FR 33537, July 31, 1978, as amended at 48 
FR 34431, July 29, 1983; 66 FR 8688, Feb. 1, 
2001; 70 FR 4990, Jan. 31, 2005; 70 FR 11510, 
Mar. 8, 2005; 78 FR 68713, Nov. 15, 2013] 

§ 801.3 Activities in or affecting com-
merce. 

Section 7A(a)(1) is satisfied if any en-
tity included within the acquiring per-
son, or any entity included within the 
acquired person, is engaged in com-
merce or in any activity affecting com-
merce. 

Examples: 1. A foreign subsidiary of a U.S. 
corporation seeks to acquire a foreign busi-
ness. The acquiring person includes the U.S. 
parent corporation. If the U.S. corporation, 
or the foreign subsidiary, or any entity con-
trolled by either one of them, is engaged in 
commerce or in any activity affecting com-
merce, section 7A(a)(1) is satisfied. Note, 
however, that §§ 802.50–802.52 may exempt 
certain acquisitions of foreign businesses or 
assets. 

2. Even if none of the entities within the 
acquiring person is engaged in commerce or 
in any activity affecting commerce, the ac-
quisition nevertheless satisfies section 
7A(a)(1) if any entity included within the ac-
quired person is so engaged. 

[43 FR 33537, July 31, 1978; 43 FR 36054, Aug. 
15, 1978] 

§ 801.4 Secondary acquisitions. 
(a) Whenever as the result of an ac-

quisition (the ‘‘primary acquisition’’) 
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