S5576

hate crimes, such as the devastating
mass shooting in Oak Creek, Wisconsin
Sikh Gurdwara in 2012.

Just as we as a country will not
stand for vreligious intolerance at
home, we must not fail to speak out
against it abroad. Respect for religious
and other basic human freedoms world-
wide is a core American value, one that
bears repeating whenever and wherever
those freedoms are threatened.

In closing, I will say it again: I con-
demn the July 1 attack against Afghan
Sikh and Hindu civilians and any indi-
vidual or group that would harm inno-
cent people based on their peaceful re-
ligious beliefs. We stand in solidarity
with religious minorities in Afghani-
stan, in South Asia, and around the
world.

———

ANIMAL GENERIC DRUG USER FEE
AMENDMENTS OF 2018

Mr. ALEXANDER. Mr. President, I
ask unanimous consent to have printed
in the RECORD the commitment letter
for the Animal Generic Drug User Fee
Agreements of 2018.

There being no objection, the mate-
rial was ordered to be printed in the
RECORD, as follows:

ANIMAL GENERIC DRUG USER FEE
AMENDMENTS OF 2018

AGDUFA REAUTHORIZATION PERFORMANCE
GOALS AND PROCEDURES FOR FY’S 2019 THRU 2023

The goals and procedures of the Food and
Drug Administration (FDA or the Agency) as
agreed to under the ‘“‘Animal Generic Drug
User Fee Amendments of 2018 are summa-
rized as follows:

APPLICATION/SUBMISSION GOALS

Beginning October 1, 2018, all applications
and submissions under the Federal Food,
Drug, and Cosmetic Act (FD&C Act) section
512(b) must be created using the eSubmitter
tool and submitted to the Agency through
the FDA Center for Veterinary Medicine
(CVM) Electronic Submission System (ESS).

1. Original Abbreviated New Animal Drug Ap-
plications (ANADAs) and Reactivations

Review and act on 90 percent of original
ANADAs within 240 days after the submis-
sion date. An application is incomplete if it
would require additional data or information
to enable the Agency to complete a com-
prehensive review of the application and
reach a decision on the issue(s) presented in
the application. If the Agency determines
that the deficiencies are not substantial, the
Agency will review and act on 90 percent of
reactivated applications within 120 days
after the reactivated ANADA submission
date. This shorter review time for reac-
tivated ANADAs for which the deficiencies
are determined not to be substantial is not
intended to prevent the use of minor amend-
ments during Agency review of an applica-
tion. If the Agency determines that the defi-
ciencies are substantial or new substantial
information is provided, the Agency will re-
view and act on 90 percent of reactivated ap-
plications within 240 days after the reac-
tivated ANADA submission date.

2. Administrative ANADAs

Review and act on 90 percent of adminis-
trative ANADAs (ANADAs submitted after
all scientific decisions have been made in the
generic investigational new animal drug
(JINAD) process, i.e., prior to the submission
of the ANADA) within 60 days after the sub-
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mission date. Paragraph IV certification ap-
plications (FD&C Act section 512(n)(1)(H)(iv))
submitted as administrative ANADAs will be
excluded from the administrative ANADA
cohort.

3. Prior Approval Manufacturing Supplemental
ANADAs and Reactivations

Review and act on 90 percent of Prior Ap-
proval manufacturing supplemental ANADAs
within 180 days after the submission date. A
Prior Approval manufacturing supplemental
ANADA includes: one or more major manu-
facturing changes according to 21 CFR
514.8(b)(2)(ii) and in accordance with Guid-
ance for Industry 83 (Chemistry, Manufac-
turing, and Controls Changes to an Approved
NADA or ANADA); and, changes submitted
as ‘“‘Supplement-Changes Being Effected in 30
Days’ that require prior approval according
to 21 CFR 514.8(b)(3)(V)(A). If a Prior Ap-
proval supplement does not clearly identify
any major manufacturing changes, the Prior
Approval supplement will be designated by
the Agency as a ‘‘Supplement-Changes Being
Effected” with a 270 days review goal (see
‘“‘Supplement-Changes Being Effected Manu-
facturing Supplemental ANADAs and Reac-
tivations’ below).

A submission is incomplete if it requires
additional data or information to enable the
Agency to complete a comprehensive review
of the submission and reach a decision on the
issue(s) presented in the submission. If the
Agency determines that the deficiencies are
not substantial for manufacturing supple-
ments requiring prior approval, the Agency
will allow the manufacturing supplements to
be resubmitted as ‘‘Supplement-Changes
Being Effected in 30 Days’ as described in 21
CFR 514.8(b)(3) and the drug made with the
change can be distributed 30 days after the
resubmission according to 21CFR
514.8(b)(3)(iv). The Agency will review and
act on 90 percent of these reactivated manu-
facturing supplements within 270 days after
the resubmission date of a complete submis-
sion. If the Agency determines that the defi-
ciencies remain substantial or new substan-
tial information is provided, prior-approval
is required according to 21 CFR
514.8(b)(3)(v)(A). The Agency will review and
act on 90 percent of these reactivated manu-
facturing supplements within 180 days after
the re-submission date of a complete submis-
sion.

4. Supplement—Changes Being Effected Manu-
facturing Supplemental ANADAs and Reac-
tivations

Review and act on 90 percent of ‘‘Supple-
ment—Changes Being Effected”” manufac-
turing supplemental ANADAs and reactiva-
tions submitted according to 21 CFR
514.8(b)(3)(vi) and in accordance with Guid-
ance for Industry 83 (Chemistry, Manufac-
turing, and Controls Changes to an Approved
NADA or ANADA), including manufacturing
changes not requiring prior approval accord-
ing to 21 CFR 514.8(b)(3)(iv), within 270 days
after the submission date.

5. Generic Investigational New Animal Drug
(JINAD) Study Submissions

Review and act on 90 percent of JINAD
study submissions within 180 days after the
submission date. A submission is incomplete
if it would require additional data or infor-
mation to enable the Agency to complete a
comprehensive review of the study submis-
sion and reach a decision on the issue(s) pre-
sented in the submission. If the Agency de-
termines that the deficiencies are not sub-
stantial, the Agency will review and act on
90 percent of resubmitted JINAD study sub-
missions within 60 days after the receipt
date of a complete study submission. This
shorter review time for resubmitted JINAD
study submissions is not intended to prevent
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the use of minor amendments during Agency
review of a study submission. If the Agency
determines that the deficiencies are substan-
tial or new substantial information is pro-
vided, the Agency will review and act on 90
percent of resubmitted JINAD study submis-
sions within 180 days after the receipt date of
a complete study submission.

6. JINAD Protocols

Review and act on 90 percent of JINAD
submissions consisting of protocols without
substantial data, that the Agency and the
sponsor consider to be an essential part of
the basis for making the decision to approve
or not approve an ANADA or supplemental
ANADA, within 75 days after the submission
date. Allow comparability protocols as de-
scribed in 21 CFR 514.8(b)(2)(v) to be sub-
mitted as protocols without substantial data
in a JINAD file. The Agency will review and
act on 90 percent of JINAD submissions con-
sisting of protocols without substantial data
within 75 days after the submission date of
the protocol. For potentially more complex
comparability protocols, for example sterile
process validation protocols, the sponsor
should discuss and have Agency concurrence
regarding the appropriate filing strategy.

For the application/submission goals
above, the term ‘‘review and act on’ means
the issuance of either: (1) a complete action
letter that approves an original or supple-
mental ANADA or notifies a sponsor that a
JINAD submission is complete; or (2) an ‘‘in-
complete letter’ that sets forth in detail the
specific deficiencies in an original or supple-
mental ANADA or JINAD submission and,
where appropriate, the actions necessary to
place such an original or supplemental
ANADA or JINAD submission in condition
for approval. Within 30 days of receipt of the
application, FDA shall refuse to file an origi-
nal or supplemental ANADA, or their reac-
tivation, that is determined to be insuffi-
cient on its face or otherwise of unacceptable
quality for review upon initial inspection as
per 21 CFR 514.110. Thus, the agency will
refuse to file an application containing num-
bers or types of errors, or flaws in the devel-
opment plan, sufficient to cause the quality
of the entire submission to be questioned to
the extent that it cannot reasonably be re-
viewed. Within 60 days of receipt of the sub-
mission, FDA will refuse to review a JINAD
submission that is determined to be insuffi-
cient on its face or otherwise of unacceptable
quality upon initial inspection using criteria
and procedures similar to those found in 21
CFR 514.110. A decision to refuse to file an
application or to refuse to review a submis-
sion as described above will result in the ap-
plication or submission not being entered
into the cohort upon which the relevant user
fee goal is based. The agency will keep a
record of the numbers and types of such re-
fusals and include them in its annual per-
formance report.

FDA may request minor amendments to
original or supplemental ANADAs and
JINAD submissions during its review of the
application or submission. At its discretion,
the Agency may extend an internal due date
(but not a user fee goal) to allow for the
complete review of an application or submis-
sion for which a minor amendment is re-
quested. If a pending application is amended
with significant changes, the amended appli-
cation may be considered resubmitted,
thereby effectively resetting the clock to the
date FDA received the amendment. The
same policy applies for JINAD submissions.

Sponsors are not required to submit study
protocols for review. However, for each vol-
untarily submitted protocol for a study that
the Agency and the sponsor consider to be an
essential part of the basis for making the de-
cision to approve or not approve an original
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or supplemental ANADA, the Agency will
issue a complete action letter providing
comments resulting from a complete review
of the protocol. The complete action letter
will be as detailed as possible considering
the quality and level of detail of the protocol
submission; will include a succinct assess-
ment of the protocol; and will state whether
the Agency agrees, disagrees, or lacks suffi-
cient information to reach a decision that
the protocol design, execution plans, and
data analyses are adequate to achieve the
objectives of the study. If the Agency deter-
mines that a protocol is acceptable, this rep-
resents an agreement that the data gen-
erated by the protocol can be used to support
a safety or effectiveness decision regarding
the subject new animal drug. Having agreed
to the design, execution, or analyses pro-
posed in protocols reviewed under this proc-
ess, the Agency will not later alter its per-
spectives on the design, execution, or anal-
yses unless the Agency issues a written order
that a substantiated scientific requirement
essential to the assessment of the study ap-
peared after the Agency’s protocol assess-
ment, or public (human or animal) health
concerns unrecognized at the time of pro-
tocol assessment under this process are evi-
dent.

The term ‘‘submission date” means the
date the FDA Center for Veterinary Medi-
cine (CVM) Electronic Submission System
(ESS) receives an application or submission.
Upon receipt of an application or submission,
the CVM ESS creates an electronic receipt
that contains the date of receipt and is sent
to the submitter.

WORK QUEUE REVIEW PROCEDURES

The Agency will review all submissions in
accordance with procedures for working
within a queue. An application/submission
that is not reviewed within the applicable
Application/Submission Goal time frame will
be reviewed with the highest possible pri-
ority among those pending.

AMENDING SIMILAR APPLICATIONS AND
SUBMISSIONS

The Agency and regulated industry agree
that applications and submissions to the
Agency will be complete and of sufficient
quality to allow the Agency’s complete and
timely review. The Agency will refuse to file
poor quality and incomplete applications
and submissions rather than allowing them
to serve as ‘‘placeholders’” in the review
queue that are subsequently amended to add
the missing or inadequate portions.

The Agency recognizes that there are cir-
cumstances in which a controlled amend-
ment process can make the review of simi-
lar, pending submissions more efficient with-
out compromising the sponsor’s responsi-
bility for high quality submissions. Thus, if
the Agency requests an amendment to a non-
administrative original ANADA, manufac-
turing supplemental ANADA, JINAD study
submission, or a JINAD protocol submission
(a ‘“‘CVM-initiated amendment’’), or issues
an incomplete letter for such an application
or submission, a sponsor may request to
amend other, similar applications or submis-
sions it has pending with the Agency (‘‘spon-
sor-initiated amendment(s)’’) in accordance
with the following criteria:

1. The amended information for these simi-
lar applications or submissions must be the
same as in the CVM-initiated amendment or
incomplete letter; and

2. The amended information must not sig-
nificantly change the similar applications or
submissions; and

3. The amended information for these simi-
lar applications or submissions must be sub-
mitted no later than:

a. 120 days after the submission date for
the similar original ANADA, manufacturing
supplemental ANADA; or
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b. 100 days after the submission date for
the similar JINAD study submissions; or

c. 40 days after the submission date for the
similar JINAD protocol submissions.

If the Agency determines that the above
criteria have been met, it will not change
the user fee goal for the similar application
or submission that has been amended by a
sponsor-initiated amendment. If the above
criteria have not been met, the Agency may
consider the similar application or submis-
sion resubmitted on the date of the sponsor-
initiated amendment, thereby resetting the
clock to the date FDA received the amend-
ment.

MULTIPLE DATA SUBMISSIONS TO THE CHEM-
ISTRY, MANUFACTURING, AND CONTROLS
TECHNICAL SECTION

The Agency will continue to allow two-
phased Chemistry, Manufacturing, and Con-
trols technical section submissions under the
JINAD process. Timely Foreign Pre-Ap-
proval Inspections

1. The Agency and regulated industry are
committed to improving the review and busi-
ness processes that will facilitate the timely
scheduling and conducting of pre-approval
inspections (PAIs). To improve the timeli-
ness and predictability of foreign PAIs, spon-
sors may voluntarily submit 1) at the begin-
ning of the calendar year, a list of foreign
manufacturing facilities that are specified in
an abbreviated application, supplemental ab-
breviated application, or generic investiga-
tional file and may be subject to foreign
PAIs for the following fiscal year; and 2) a
notification 30 days prior to submitting an
abbreviated application, a supplemental ab-
breviated application, or generic investiga-
tional file that informs the Agency that the
application includes a foreign manufacturing
facility. Should any changes to the annual
list occur after its submission to the Agency,
the sponsor may provide the updated infor-
mation to the Agency.

2. The Agency will keep a record of the
number of foreign PAIs conducted for abbre-
viated applications, along with the average
time for completing the PAIs, and include
this information in its annual performance
report. The time for completing the PAI is
understood to mean the time from the in-
spection scheduling request through notifi-
cation to the Center of inspectional findings.

TIMELY MEETINGS WITH INDUSTRY

The Agency and the regulated industry
agree that the use of both formal meetings
(e.g., presubmission conferences, workshops)
and informal communication by both parties
is critical to ensure high submission quality
such that the above performance goals can
be achieved.

WORKLOAD ADJUSTMENT

The workload adjustment will continue to
be calculated per CVM Program Policy and
Procedures Manual 1243.3022, page 35, except
that, for purposes of calculating the work-
load adjustment, it has been agreed to reset
the base years to FY 2014-FY 2018. There will
be no workload adjustment for FY 2019.
Workload adjustments are one-time adjust-
ments, and are calculated annually.

———

REMEMBERING HIGHT PROFFIT

Mr. ENZI. Mr. President, I rise to
speak on behalf of Hight Proffit, who is
being inducted into the Wyoming Agri-
culture Hall of Fame. Every year since
1992, Wyoming has recognized individ-
uals who have made substantial con-
tributions to agriculture in our State.
During his life, Hight displayed a spe-
cial talent for agriculture and was a
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dedicated public servant for his neigh-
bors and friends. Hight is a well-de-
served recipient of this great honor.

Hight moved to Wyoming at a young
age during the middle of the Great De-
pression when it wasn’t easy to make a
living, let alone to be a rancher. Much
like he would show throughout his life,
he showed what you can accomplish
through hard work and resolve and
learned to make the best out of every-
thing.

He is remembered as a handyman, as
well as an innovator. Hight excelled in
improving agriculture and left his
mark on the long, proud history of Wy-
oming agriculture. He worked hard to
improve not only his ranch, but also
the community around him, from fair-
ly distributing water to expanding
electric power.

Among his many accomplishments,
perhaps the greatest was the dedica-
tion he showed to his family. By his
side for over 60 years, was his loving
wife, Dorothy. As his son Don puts it,
Hight and Dorothy ‘‘established a
ranch with the help of the Federal
Land Bank on the Bear River, where
they raised cattle, sheep and horses, as
well as four children.” Hight and Doro-
thy were then blessed with numerous
grandchildren and great-grandchildren.

Not only did he serve as a role model
for his family, but his community as
well as a dedicated public servant.
Hight served on numerous boards and
committees, as a Unita County com-
missioner, a State representative, and
as a State senator. He also served as a
mentor to countless young people
through 4-H, Boy Scouts of America,
Farm Bureau, and his church.

Although it has now been 16 years
since Hight has passed, his memory
lives on and his example continue to
inspire others. I want to extend my
congratulations to the family of Hight
and Dorothy. Hight truly lived the
code of the West, and I am proud to
have the opportunity to recognize his
achievements and his memory as an in-
ductee into the Wyoming Agriculture
Hall of Fame. Wyoming is well served
by his lasting and continuing contribu-
tions to our State.

———
TRIBUTE TO DAVE TRUE

Mr. BARRASSO. Mr. President, I rise
today to recognize Dave True, who will
soon be honored for his contributions
to his local community and the agri-
culture industry across Wyoming. Each
year, Senator ENZI and I have the op-
portunity to introduce outstanding in-
dividuals as they are inducted into the
Wyoming Agriculture Hall of Fame. As
one of the 2018 inductees, Dave is an
outstanding addition to their ranks.

Seventy years ago, Dave’s father
moved to Casper, WY, as part owner of
a drilling company and established
what would eventually become the
True Companies. In the years that fol-
lowed, Dave worked with his father and
brothers to expand the company’s
focus. Today the True Companies is a
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