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unambiguous instruction that “[n]othing
in this section shall be construed to
require the court to conduct an
evidentiary hearing or to require the
court to permit anyone to intervene.” 15
U.S.C. 16(e)(2); see also U.S. Airways,
38 F. Supp. 3d at 76 (indicating that a
court is not required to hold an
evidentiary hearing or to permit
intervenors as part of its review under
the Tunney Act). This language
explicitly wrote into the statute what
Congress intended when it first enacted
the Tunney Act in 1974. As Senator
Tunney explained: “[t]he court is
nowhere compelled to go to trial or to
engage in extended proceedings which
might have the effect of vitiating the
benefits of prompt and less costly
settlement through the consent decree
process.” 119 Cong. Rec. 24,598 (1973)
(statement of Sen. Tunney). “A court
can make its public interest
determination based on the competitive
impact statement and response to public
comments alone.” U.S. Airways, 38 F.
Supp. 3d at 76 (citing Enova Corp., 107
F. Supp. 2d at 17).

VIII. Determinative Documents

There are no determinative materials
or documents within the meaning of the
APPA that were considered by the
United States in formulating the
proposed Final Judgment.

Dated: July 15, 2026

Respectfully submitted,
For Plaintiff United States of America:
Stanley E. Woodward, Jr., Associate Attorney
General.

Nicole A. Sarrine, Deputy Assistant Attorney
General.

Jill C. Maguire, Acting Chief, Healthcare &
Consumer Products Section.

Garrett M. Liskey, Assistant Chief,
Healthcare & Consumer Products Section.

Paul Torzilli * (S.D. Ohio Bar 4118832)
Senior Litigation Counsel

Karl D. Knutsen *

Rahul A. Darwar

Trial Attorneys
United States Department of Justice,
Antitrust Division, 450 Fifth St. NW, Suite
4100, Washington, DC 20530, Telephone:
(202) 4760547, Email: Paul.Torzilli@
usdoj.gov.
* Designated Trial Attorneys
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DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[Docket No. DEA-1742]

Bulk Manufacturer of Controlled
Substances Application: American
Radiolabeled Chem

AGENCY: Drug Enforcement
Administration, Justice.

ACTION: Notice of application.

SUMMARY: American Radiolabeled Chem
has applied to be registered as a bulk
manufacturer of basic class(es) of
controlled substance(s). Refer to
Supplementary Information listed below
for further drug information.

DATES: Registered bulk manufacturers of
the affected basic class(es), and
applicants, therefore, may submit
electronic comments on or objections to
the issuance of the proposed registration
on or before September 21, 2026. Such
persons may also file a written request
for a hearing on the application on or
before September 21, 2026.

ADDRESSES: The Drug Enforcement
Administration requires that all
comments be submitted electronically
through the Federal eRulemaking Portal,
which provides the ability to type short
comments directly into the comment
field on the web page or attach a file for
lengthier comments. Please go to
https://www.regulations.gov and follow
the online instructions at that site for
submitting comments. Upon submission
of your comment, you will receive a
Comment Tracking Number. Please be
aware that submitted comments are not
instantaneously available for public
view on https://www.regulations.gov. If
you have received a Comment Tracking
Number, your comment has been
successfully submitted and there is no
need to resubmit the same comment.

SUPPLEMENTARY INFORMATION: In
accordance with 21 CFR 1301.33(a), this
is notice that on June 18, 2026,
American Radiolabeled Chem, 101 Arc
Drive, Saint Louis, Missouri 63146—
3502, applied to be registered as a bulk
manufacturer of the following basic
class(es) of controlled substance(s):

Controlled substance Drug code | Schedule
Gamma HYdrOXYDULYIIC ACIT ........eeiiiiitie ittt a et b e bt e a et et e e sat e et e e e he e e bt e sae e et e e sabeebeesnneenbeesareenseeans 2010 | |
[ o oToF- 11 o 1= T PP P PP PPRPPPIN 7260 | |
Lysergic acid diethylamide 7315 | |
Tetrahydrocannabinols ...... 7370 | |
Dimethyltryptamine ...........cccocoeniieine 7435 | |
1-[1-(2-Thienyl)cyclohexyl]piperidine .... 7470 | |
Dihydromorphone .........ccccccceeieiniienieen. 9145 | |
Heroin .......ccceeeee. 9200 | |
Normorphine ... 9313 | |
Amphetamine .. 1100 | 1l
Methamphetamine 1105 | 1l
Amobarbital ........... 2125 | 1l
Phencyclidine .. 7471 | I
Phenylacetone 8501 | I
(070 To= 113 T TSP PR R PRSPPI 9041 | 1l
Codeine .......... 9050 | Il
Dihydrocodeine . 9120 | Il
(@4 ool (o o TSP P URUPURURPPI 9143 | Il
HYAIOMOIPIONE ...ttt ettt e e h et et e e e he e et e e ek b e e bt e sae e et e e ehs e e b e e ebe e e abe e st e e beesabeesneesaneenans 9150 | Il
Ecgonine ............ 9180 | Il
Hydrocodone .. 9193 | II
Meperidine ...... 9230 | II
Metazocine ..... 9240 | Il
Methadone ..o, 9250 | Il
Dextropropoxyphene, bulk (non-dosage forms) 9273 | I
MOrphine .......oooiiiii 9300 | Il
Oripavine .... 9330 | II
Thebaine ......... 9333 | Il
()4 aaTo T4 o] g oo T TP PP UPPPRP 9652 | 1l
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Controlled substance Drug code | Schedule
[ 01T o F= o ol g =Y PRSP UUPRSPPPI 9715 | |l
Carfentanil 9743 | I
FENTANYI ..ttt ettt et s h ettt e e ht e e b e e e a e e e bt e e et e b e e e e ehE e e bt e eab e e bt e ab e e ebe et e e te e e b e e nareenes 9801 | Il

The company plans to bulk
manufacture the listed controlled
substances for internal use as
intermediates or for sale to its
customers. The company plans to
manufacture small quantities of the
above listed controlled substances as
radiolabeled compounds for
biochemical research. In reference to
drug 7370 (Tetrahydrocannabinols), the
company plans to bulk manufacture this
drug code as synthetic. No other
activities for these drug codes are
authorized for this registration.

Thomas Prevoznik,

Deputy Assistant Administrator.

[FR Doc. 2026-14915 Filed 7-22-26; 8:45 am|
BILLING CODE;P

DEPARTMENT OF JUSTICE
[OMB Number 1117-0010]

Agency Information Collection
Activities; Proposed eCollection,
eComments Requested; Extension
Without Change of a Previously
Approved Collection; Title—U.S.
Official Order Forms for Schedules |
and Il Controlled Substances DEA
Form 222

AGENCY: Drug Enforcement
Administration, Department of Justice.
ACTION: 60-Day notice.

SUMMARY: The Drug Enforcement
Administration (DEA), Department of
Justice (DQJ), will be submitting the
following information collection request
to the Office of Management and Budget
(OMB) for review and approval in
accordance with the Paperwork
Reduction Act of 1995.

DATES: Comments are encouraged and
will be accepted for 60 days until
September 21, 2026.

FOR FURTHER INFORMATION CONTACT: If
you have additional comments
especially on the estimated public
burden or associated response time,

suggestions, or need a copy of the
proposed information collection
instrument with instructions or
additional information, please contact
Heather E. Achbach, Regulatory Drafting
and Policy Support Section, Drug
Enforcement Administration; Mailing
Address: 8701 Morrissette Drive,
Springfield, Virginia 22152; Telephone:
(571) 776-3882; Email: DEA.PRA@
dea.gov.

SUPPLEMENTARY INFORMATION: Written
comments and suggestions from the
public and affected agencies concerning
the proposed collection of information
are encouraged. Your comments should
address one or more of the following
four points:

—Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the Bureau of Justice
Statistics, including whether the
information will have practical utility;

—Evaluate the accuracy of the agency’s
estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used;

—Evaluate whether and if so how the
quality, utility, and clarity of the
information to be collected can be
enhanced; and

—Minimize the burden of the collection
of information on those who are to
respond, including through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms
of information technology, e.g.,
permitting electronic submission of
responses.

Abstract: The Controlled Substances
Act (CSA) (21 U.S.C. 801—971)
establishes a closed system of
distribution for controlled substances.
To this end, controlled substances are
closely monitored and tightly regulated
as they are distributed through the
supply chain. One tool that helps to
maintain the closed system of

TOTAL BURDEN HOURS

distribution is the CSA provision that
states it “‘shall be unlawful for any
person to distribute a controlled
substance in schedules I or II to
anothesection.in pursuance of a written
order of the person to whom such
substance is distributed, made on a form
to be issued by the Attorney General in
blank in accordance with subsection (d)
of this section.” 21 U.S.C. 828(a).

Overview of This Information
Collection

1. Type of Information Collection:
Extension of a previously approved
collection.

2. The Title of the Form/Collection:
U.S. Official Order Forms for Schedules
I and II Controlled Substances.

3. The agency form number, if any,
and the applicable component of the
Department sponsoring the collection:
DEA form 222. The applicable
component within the Department of
Justice is the Drug Enforcement
Administration, Diversion Control
Division.

4. Affected public who will be asked
or required to respond, as well as the
obligation to respond:

Affected Public: (Primary) Business or
other for-profit.

Affected Public (Other): Not-for-profit
institutions; Federal, State, local, and
tribal governments.

5. An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond: The DEA estimates that
114,989 registrants participate in this
information collection. The time per
response is 6.19 minutes for the DEA—
222.

6. An estimate of the total annual
burden (in hours) associated with the
collection: DEA estimates that this
collection takes 1,624,529 annual
burden hours.

7. An estimate of the total annual cost
burden associated with the collection, if
applicable: $0.

) Monetized
Time per Total annual
L Number of Total annual value of
Activity Frequency response burden Hourly rate *
respondents responses respondent
(hours) (hours) time
DEA-222 (paper) ...c.ce. | wovevericiniee 2.916644201 335,382 0.25 83,846 $96.95 $8,128,870
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