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of the detailed statement, or other
information that is part of the ANDA
process, is deemed material to
patentability in a pending USPTO
matter, then such information must be
submitted to the USPTO during the
pendency of the matter, to meet the
duties of candor and good faith and
disclosure under 37 CFR 1.56, 1.555,
42.11(a) or (c), or 11.18(b)(2).

Deliberate schemes or established
practices to prevent 37 CFR 1.56(c)
individuals from obtaining knowledge
of material information is not acting in
accordance with candor and good faith
under 37 CFR 1.56(a). For example,
walling off the patent prosecution
practitioners from the attorneys seeking
FDA approval, as a way to prevent
material information from being
exchanged between the practitioners
and attorneys, is inappropriate. The U.S.
Supreme Court has refused to enforce
patents where deliberate steps were
taken to suppress material information.
See, e.g., Keystone Driller Co. v. Gen.
Excavator Co., 290 U.S. 240 (1933)
(patent owner’s suit dismissed where
the patent owner paid a third party to
keep a prior use secret); Precision
Instruments Mfg. Co. v. Auto. Maint.
Mach. Co., 324 U.S. 806 (1945) (suit
dismissed where patent owner actively
suppressed evidence of perjury to the
USPTO).

Though the FDA compiles paragraph
IV certifications and publishes a list on
its website, submitting this list to the
USPTO does not satisfy the duty of
disclosure for any material information
submitted with the paragraph IV
certification. These lists do not include
patent numbers, relevant claims, or an
explanation of the basis for the
certification. Therefore, information and
documents submitted with the
paragraph IV certification that are
material to patentability or to issues in
proceedings pending before the USPTO,
including the PTAB, must be submitted
directly to the USPTO and as described
above, the examiner may appropriately
require submission of information
concerning the certifications in certain
situations.

Katherine K. Vidal,

Under Secretary of Commerce for Intellectual
Property and Director of the United States
Patent and Trademark Office.
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COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List; Additions

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Additions to the Procurement
List.

SUMMARY: This action adds service(s) to
the Procurement List that will be
furnished by nonprofit agencies
employing persons who are blind or
have other severe disabilities.

DATES: Date added to and deleted from
the Procurement List: August 28, 2022.
ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, 355 E Street SW, Suite 325,
Washington, DC 20024-3243.

FOR FURTHER INFORMATION CONTACT: For
further information or to submit
comments contact: Michael R.
Jurkowski, Telephone: (703) 785—6404
or email CMTEFedReg@AbilityOne.gov.
SUPPLEMENTARY INFORMATION:

Additions

On 4/29/2022, the Committee for
Purchase From People Who Are Blind
or Severely Disabled published notice of
proposed additions to the Procurement
List. This notice is published pursuant
to 41 U.S.C. 8503(a)(2) and 41 CFR 51—
2.3.

After consideration of the material
presented to it concerning capability of
qualified nonprofit agencies to provide
the product(s) and service(s) and impact
of the additions on the current or most
recent contractors, the Committee has
determined that the product(s) and
service(s) listed below are suitable for
procurement by the Federal Government
under 41 U.S.C. 8501-8506 and 41 CFR
51-2.4.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. The action will not result in any
additional reporting, recordkeeping or
other compliance requirements for small
entities other than the small
organizations that will furnish the
product(s) and service(s) to the
Government.

2. The action will result in
authorizing small entities to furnish the
product(s) and service(s) to the
Government.

3. There are no known regulatory
alternatives which would accomplish

the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 8501-8506) in
connection with the product(s) and
service(s) proposed for addition to the
Procurement List.

End of Certification

Accordingly, the following service(s)
are added to the Procurement List:

Service(s)

Service Type: Facility Support Services

Mandatory for: U.S. Navy, DFAS Command
Building, Bratenahl, Ohio

Designated Source of Supply: VGS, Inc.,
Cleveland, OH

Contracting Activity: DEPT OF THE NAVY,
NAVAL FAC ENGINEERING CMD MID
LANT

Michael R. Jurkowski,
Acting Director, Business Operations.
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COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List; Proposed Deletions

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Proposed deletions from the
Procurement List.

SUMMARY: The Committee is proposing
to delete product(s) from the
Procurement List that were previously
furnished by nonprofit agencies
employing persons who are blind or
have other severe disabilities.

DATES: Comments must be received on
or before: August 28, 2022.

ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, 355 E Street SW, Suite 325,
Washington, DC 20024-3243.

FOR FURTHER INFORMATION CONTACT: For
further information or to submit
comments contact: Michael R.
Jurkowski, Telephone: (703) 785-6404
or email CMTEFedReg@AbilityOne.gov.
SUPPLEMENTARY INFORMATION: This
notice is published pursuant to 41
U.S.C. 8503(a)(2) and 41 CFR 51-2.3. Its
purpose is to provide interested persons
an opportunity to submit comments on
the proposed actions.

Deletions

The following product(s) are proposed
for deletion from the Procurement List:

Product(s)

NSN(s)—Product Name(s):
8465—00—262-5237—Lanyard, Pistol,
White
8465-00-965—-1705—Lanyard, Pistol, Olive
Green
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