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amount of time ne<eded to process the
entry.

COMMENTS

Comments on the proposed amend-
ments were to have been received on
or before May 4. 1978. At Lhe request
of American-flag vessel operators, a
notice extending the period of time to
comment until June 2, 1978, was pub-
lished in the FEDERAL REGCISTER On
May 5, 1978 743 FR 19417T). Customs
has now received a request for a fur-
ther extensicn ¢of time. Therafore, the
period of time for ccmment on the
proposed amendments is extended
until June 30. 1978.

LEONARD LEHMAN,
Assistant Commissioner
Reguiationsand Rulings.

(FR Doc. 78-13617 Filed 5-18-78: 3:45 am]

{4110-03]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[21 CFR Parr 3448]
(Docket No. T8N-0121]

COMCENTRATED LIQUID DOSAGE FORMS OF
TETRACTCLINE

Propoasal To Revoke Provisions for Cert:fication

AGENCY: Food and Drug Administra-
tion.

ACTION: Proposed rule.

SUMMARY: This proposed rule would
amend the antibiotic drug regulations
by revoking provisions for certification
of concentraied liquid dosage forms of
tetracycline, which are labeled and
formuiated specifically f{or pediatric
use. This action is 5cing taken because
new evidence reveals continued exten-
sive prescribing of tetracycline liquid
dosage forms for children from infan-
cy to the age of 8 years despite the
known adverse reactions in this age
group. 1Mne ftew cvVidendd 3uUpporis a
finding that the concentrated liquid
dosage forms formulated for pediatric
patients should be removed from the
mark.t.

DATES: Comments by July 18, 1978.

ADDRESS: Written comments to the
Hearing Clerk (HFC-20). Food and
Drug Administration. Room 1-65. 5600
Fishers Lane, Rockville, Md. 20857.

FOR FURTHER INFORMATION
CCNTACT:

Merle L. Gibson, Bureau of Drugs
(HFD-140). Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare 5600 Fishers
Lane. Rockville, Md. 20857, 301-443-
4310.

SUPPLEMENTARY INFORMATION:
The tetracyciines were first intro-
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duced for clinical use {n 1948. Because
of their broad spectrum of antimicro-
bial activity., drugs of this class have
been used extensively since that time.
Tetracyclines are currently marketed
for oral use as capsuies, sirups, concen-
trated llquids (pediatric drops). and
oral suspensions. The pediatric drops.
which are marketed under the certifi-
cation provisions of sirups and oral
suspensions., are characterized by 4
higher drug concentration than other
oral dosage forms and are especially
convenient for administering to in-
fants and young children.

For many vears the use of drugs of
the tetracyc:ine class has been known
to cause adverse reactions in the fetus
during the last half of pregnacy and {n
the (nfant and child through the age
of 8 years. The recognized adverse re-

actions. which Include permanent
staining of the teeth (yellow. gray.
brown), i{ncrease tendency tc c:aries,

ename! hypoplasia, and tempcrary in-
hibition of bone growth, are reflected
in the labeling of the drugs. Despite
the known adverse reactions, new evi-
dence shows that tetracyclines contin-
uc Yo e useua extensively in lhie pedi-
atric age group. With the current
availability of safer alternative antimi-
crobials that are as effective against
the bacleria that catse most infections
in young chilcren. it is difficult o jus-
tify the continued availability of a
dcsage form of tetracycline that is spe-
cifically formulated for the pediatric
age group.

vidence to support this conclusion
has been brought to the attention -f
the Commissioner of Food and Drugs
from several sources:

i. At the 18th meeting of the Food
and Drug Administration’'s (FDA)
Arii-Infective Agents Advisory Com-
mittee. held on November 16, 1976, te-
tracyciine pediatric dosage {orms wera
discussed. The committee members.
who are authorities in the flelds of pe-
diatrics, internal medicine, and phar-
macology, considered new data from

twa gtudiec nrior to their publication
from the American Academy of Pedi-
atrics. One was a 6-month study by
Ray. Wayne A.. Charles F. Federspiel,
and Willlam Schaffner, *“The Mal-Pre-
scmibing of Liquid Tetracycilne Prep-
arations.” Americnan Journal of Pubdlic
Healtr, 67(8):762-783, August 1977,
and the other was a 2-year studv by
the same {nvestigetors (“Prescribing of
Tetracycline to Children Less than 8
Years Old.” The Journdal of the Amert-
can Medical Assoctation, 237(19):2069-
2074, May 9, 1977). Both studies were
conducted by the Division of Biostatis-
tles. Department of Preventive Medi-
cine, and the Division of Infectlous
Disease. Department of Medicine,
Vanderbilt University School of Medi-
cine, Nashville, Tenn., on ambulatory
pediatric patients participating in the
Medicaid program in Tennessee. The

i
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g-month studyy'surveyed 50.606 tetra-
cycline prescriptions written for 27,888
pecople. Of these prescriptions 2,740
(5.4 percent) were for sirup and 95 (0.2
percent) werey for pediatric drops.
More than 55 percent of the prescrip-
tions for sirup-and 98 percent of ‘the
prescriptions, for pediatriz drops were
for children under 8 years of age. Only
13.8 percent of the prescriptions for
liquid -atracycline were prescribed for
patients 60 years or older.

Data from the 2-year study showed
that tetracycline wsas nrescribed 7,046
times for 4,028 children under 8 years
of age. Elghty-four percent of the pre-
scriptions were for pedl!atric drops. Of
the 4,026 children receiving tetracy-
cline, 30 percent were less than 2 years
of age and 55 percent were less than 4
years of age.

2. The Food and Drug Administra.
tlon presented.to the Advisory Com-
mittee data from the ‘““National Pre-
scription Audit-Therapeutic Category
Report,” a study conducted by IMS.
America. Ltd., on new and refilled pre.
scriptions for the liquid dosage forms

-of tetracyclines covering the perioa

frvm January 1874 Liirvugin June 1376
The audit showed that approximately
77 percent of the prescriptions for
liquid dosage :formms of tetracyclines
were written ifor patients under 9
years of age. Only 3 percent of these
prescriptions were written for patients
over 65 years of age. All data indicate
that a significant proportion of the
prescriptions for liquid dosage forms
are written for children and very few
for other patient populations that
may have difficuity taking solid
dosage forms, such as the geriatric age
group. ¥

3. The Committee on Dru~s of the
American Academy of Pediatrics has
stated !n a commentary in Pedigtrics
{55:142-143, January 1875 what it is
difficult to identify common pediatric
infections for . which an oral tetracy-
cline would be a drug of choice. They
concluded that there are few, if any.
reasons for using tetracyciine drugs in
children less than 8 years of age.

The Anti-Infective Agents Advisory
Committee considered all data pre-
sented and recommended that the
Commissioner remove the concentrat-
ed liquid dosage forms of tetracycline
which are for pedlatric use from the
market. The Committea Icund, howev-
er, that there is insufficient informa-
tion to conclude that all oral liquid
forms of tetracyclines should be re-
moved {r»m the market and that to
recommend such an action at this time
would not be.in the public interest.
The Committee believes that. in re-
moving the drugs specifically formu-
lated for use {n children and by dis-
seminating Information to physicians
regarding the prescribing of fetracy-
clines for children, the Incidence of
such use will be greatly reduced. The
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Committee alsc suggested that these
measures be evaluated by resurveying
orescription use in 8 months to ! year.

The Committee advised that, in con-
junction with removal of the concen-
trated liquid. the physician labeling
for all oral iiquid dosage forms of te-
tracycline that remain on the market
should bYe revised Lo strengthen the
warning concerning cermanent discol-
oration of the teeth in pediatric pa-
tients.

The Commissioner has evaluated all
avaiiabie datia, 18 Lhie
mendations of the Amencan Academy
of Pediatrics and the FDA Anti-lnfec-
tive Agents Advisory Committee, and
has decided that FDA will take the
following actions {n regard io tetracy-
cline antibiotics:

1. Propose that the concentrated
liquid forms of tetracycline antiblotlcs
that are labeled and specifically for-
mulated {or pediatric use be re.noved
from the market. This would be ac-
complished by revising $§ 446.115a and
446.16€ of the regulations (21 CFR
446.115a. 446.166) to limit the amount
of active ingredient permitted in
sifups Lo 13 and 23 milligrams per mii-
liliter (mg/ml) respectively. Currently,
demeclocycline oral suspension con-
taining 80 mg/m! of drmeclocycline
and oxytetracycline calcium oral sus-
pension containing 100 mg/ml of oxy-
tetracycline are certifiable in accord-
ance with $§446.115a and 446.166, re-
spectively. The revised regulations
would no longer permit the certifica-
tion of these concentrated liquids and
outstanding certificates would immedi-
ately be revoked.

2. Require that the Warnings section
of the physician labeling for all dosage
forms of tetracyclines be revised to
strengthen the waming concerning
permanent discoloration of the teeth
in pediatric patients.

3. Require that the Dosage and Ad-
ministration section of the physici
labeling for all dosage forms of tetra-
cyclines be revised by changing the
subnieading " Children” to read *“ror
children above 8 years of age.”

4. Prepare and distribute an “FDA
Drug Bulietin” to physicians and
othr? heaith professionals which will
discuss the therapeutic constraints as-
sociated with the use of tetracyclines
and attempt to dissuade practitloner"

- 1oy A -
from prescr .u.“; LAl Qrugs for yv..unau

ric patlents except in rare circum-
stances.

The Commissioner has sent letters
to all manufacturers of tetracycline
class products, directing them to revise
the physician labeling in the "“"Warn-
ings’ section and the "Dosage anu Ad-
ministration” section (Commissioner's
conciusions 2 and 3 above) for all
dosage forms o tetracvclines. Theose
changes are Lo “e made at the next
printing of the iabeling.

The Coinmissioner advises that if
the proposal to revise $§446.115a and

invelodin.
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446.166 of the regulations 2 limit the
amount of active ingredlents permit-
ted in sirups and oral suspensions i3 {l-
nalized, all outstanding certificates for
balches of tetracycline concentrated
sirups and suspensions will be revoked
on the date that revision of the regula-
tions is effective. Manufacturers may
want to consider this now as they
schedule production of batches ot :e-
tracycline sirups and oral suspensions.

Within 1 year after the effective
date of a final regulation. FDA will
aurvew presceripticn use and manufac
turmg practices to determine what
effect the above-described actions
have nad on the incidence of prescrib-
ing tetracyclines for pediatric patients.

Copies of the minvtes ¢f the Anti-In-
reCL ve Agents Advisory Committee

eting, the 8-month and 2-year stud-
les an example of the letters to the
manufacturers, current labellng for te-
tracyclines, the summary of cata from
the “National Prescription Audit-
Therageutic Category Report,” and
the commentary of the Committee on
Drugs of the American Academy of
Pediatrics are available for public in-
enm-hnn at tho n(f['-a of the L‘h—mmn.—v
C‘e X, address given above, between 9

.m. and 4 p.m., Monday through
Friday.

The Commissioner has determined
that this document does not contain
an agency action covered by 21 CFR
25.1(») and consideration by the
agency of the need for preparing an
environmental impact statement is not
reqired.

Tnerefore. under the Federal Food.
Dr:g. and Cosmetic Act (sec. 507, 39
Sta:. 463, as amended (21 U.S.C. 357)
ard under authority delegated to the
Commissioner (21 CFR 5.1), it is pro-
pcsed that §§446.115a and 446.166 be
amended as follows:

1. In §446.115a, by revising the
second sentence of paragraph (a)1) to
read as follows:

§ 146.115a Demeclocycline oral
(ay* * *
(1) * * * Each milliliter contains de-
meclocycline equal to 15 milligrams of
demeclocyceline hydrochloride. * ¢ *

suspen-

2. In §446.166, by revising the third
sentence of paragraph (a)l) to read as
foilows:
oral

§ 446.1566 Oxytetracycline calcium

suspension.

(a) a - -
(1) * * * Each milliliter contains a
quantity of oxytetracyc!ine calcium

equivalent to 25 milligrams of oxyte-
tracycline. *= * ¢

Interested persons may, on or hefote
July 18, 1978, submit to the Hearing
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Clerk (HFC-20), Food and Drug Ad-
ministration. Room 4-65. 5600 Fishers
Lane, Rockville, Md. 20857, written
comments regarding this proposal.
Four copies of all comments shail bhe
submitted, except that I[ndividuals
may submit single copies of comments.
and shall be Identified with the Hear-
ing Clerk docket number found in
brackets in the heading of this docu-
ment. Received comments may be seen
in the above 0ffice between the hours
of 9 a.m. and4 p.m., Monday through
Friday.

Note.—The Food and Drug Administra-
tion has determined that this proposal will
not have a msajor econcmlic impact as de-
fined by Executive Order 11821 (amended
by Executive Order 11949) and (OMB Clrcu-
lar A-107. A copy of the economic impact as-
sessment is on flle %ith the Hearing Clerk.
Food and Drug Administration.

Dated: May'12, 1978.

WiLLiaM F. RANDOLPH,
Acting Associate Commissioner
Jor Regulatory Affairs.

[FR Doc. 78-13589 Filed 5-18-78: 8:45 am}

-

[$830-31 ] A
DEPARTMENT OF THE TREASURY

Intemal Revenus Servics
[26 C7R Part 1]
{LR-260-74}

INCO!

ME TAX
Deduction for Cantributions to Quclified
Pension Trusts

AGENCY: Internal Revenue Service.
Treasury.

ACTION: Notice of proposed rulemak-
ing.

SUMMARY:;This document contains
proposed regulations relating princi-
pally to the.deductiion iimitations on
contributions to defined benefit pen-
sion plans. Changes in the applicable
tax law were made by the Employee
Retirement Income Security Act of
1274. The regulations wonld provide
the public with guidance needed to
comply with that Act and would affect
many sponsors of defined benefit
plans.

DATES: Wwritlen comments and re-
quests for public hearing must be de-
livered or maijled by July 18, 1978. The
amendments are prooosed to be effec-
tive generally for employers' taxable
years beginning in 1976, but earlier (or
later) in the case of some plans as pro-
vided by the Employee Retirement
income Security Act of 1974.

ADDRESS: Send comments and re-
quests for a'‘public hearing to: Com-
missioner of Internal Revenue, Atten-

tion: CC:LR:T. Washington, D.C.
20224, }
FOR FURTHER INFORMATION
CONTACT: ¥}

J. Douglas Sorensen of tne Legisla-

1973
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onlv from the effective date of these
regulations.
MaNvzL D. PLOTXIN,
Director,
Bureauofthe Census.

I concur:

Ricuaro J. Davig,
Asststant Secretary,
Depariment of the Treasury.
{FR Doc. 78-30727 Filed 10-30-78: 8:45 am])

[6750-01-M]
Title 16—Commercial Practices

CHAPTER |—FEDERAL TRADE
COMMISSION

IDnckert Na 229301

PART 13—PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORREC-
TIVE ACTIONS

John Hancock Mutual Life Insurance
Co., et al.

AGENCY: Federal Trade Comnission.
ACTION: Final order.

SUMMARY: In settlement of alleged
violations of Federal law prohibiting
unfair acts and practices and unfair
methods of competition, these {our (4)
consent orders, among other things,
require four (4) Boston, Mass., insur-
ance companies to cease Interlocking
directors by allowing any Individual to
sit on their boards who is simulta-
neously sitting on the board of any of
the other boards or of any other zom-
petitive firms. The consent orders ad-
ditionally require the companies to
initiate prescribed procedures designed
to eliminate interiocking directorates,
and to submil detafled compliance re-
ports to the Commission annually for
a 5-year period.

DATES: Complaint and order issued
September 19, 1978."

FOR FURTHER INFORMATION

CONTACT:

FTC/C, Alfred F. Dougherty., Jr.,
Washington, D.C. 20580, 202-523-
36801.

SUPPLEMENTARY INFORMATION:
On Tuesday, July 11, 1978, there was
published in the FrpErRAL RZcIsSTER, 43
FR 20797, a proposed consent agree-
ment with analysis in the matter of
John Hancock Mutual Life Insurance
Co., a corporation; Liberty Mutual In-
surance Co., a corporation; New Eng-
land Mutual Life Insurance Co.. a cor-
poration: and State Mutual Life Assur-
ance Co. of America. a corporation, for
the purpose of soliciting public com-

'Copies of the complaint, and the decision
and order {lled with the original document,
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ment. Interested parties were given
sixty (60) days in which to submit
comrnents, suggestions, or objections
regarding the proposed form of order.

No comments having been received,
the Commission has ordered the issu-
ance of the complaint in the form con-
templated by the agreement, made its
jurtsdictional’ findings and entered its
order to cease and desist, as set forth
in the proposed consent agreement, in
disposition of this proceeding.

The prohibited trade practices and/
or corrective actions, as codified under
18 CFR Part 13, are as follows: Sub-
part—Interiocking Directorates Un-
lawfully: $13.1108 Interlocking direc-
torates unlawfully.

(Sec. 8. 38 Stat. 721 (15 U.S.C. 16). Inter-
prets or applles sec. 5. 38 Stat. 719, as

amondsd (158 U S.C. 48); sac, 8 138 Stat 712;

19 Stat. 717 (15 U.8.C. 192

CaRroL M. THOMAS,
Secretary.

{FR Doc. 78-30713 Filed 10-30-78: 3:45 am]}

[4810-22-M]
Title 19—Customs Duties

CHAPTER |—UNITED STATES CUS-
TOMS SERVICE, DEPARTMENT OF
THE TREASURY

T.D. " 3-181]
PART 159—LIQUIDATION OF DUTIES

Certain Fish From Canada; Correction
of Notice of Final Countervailing
Duty Determination

AGENCY: U.S. Customs Service,
Treasury Department.

ACTION: Correction of notice of final
countervailing duty determination.

SUMMARY: This notlce is to inform
the public that a technical correction
{s being made in the notice of final
countervailing duty determination re-
garding certain {ish from Canada.

EFFECTIVE DATE: October 31, 1978.

FOR FURTHER INFORMATION
CONTACT:

Charles F. Goldsmith, Economist,
Office of Tariff Affairs, Department
of the Treasury, 15th Street and
Pennsylvania Avenue NW., Washing-
ton, D.C. 20220, telephone 202-588-
2323.

SUPPLEMENTARY INFORMATION:
On June 18. 1978, a notice of “"Final
Countervalling Duty Determination”
concerning {ish from Canada. T.D. 78-
181, was published in the FroeraL Rzc-
1sTER (43 FR 250968). A walver was con-
currently granted.

In that final determ!nation. a state-
ment directing publication of the deci-

sion in the Customs Regulations was
inadvertently omitted. The following
paragraph should have appeared (n
that notice:

The table {n §159.47({) of the Cus-
toms Regulations (19 CFR 159.47(1)) is
amended by Inserting after the last
entry from Canada under the com-
modity heading "Fish,” the number
“78-181" {n the column headed
“Treasury Decision”; and in the
column headed ‘“*Action.” the words
“Bounty declared-rate.” (R.S. 251, sec-
tions 303, as amended. 624; 48 Stat.
887, 759, 38 Stat. 2049: 19 U.S.C. §8.
1303, as amended, 16824).

Consequently, this entry will imme-
diately precede the entry for certain
{fish {rom Canada which was added as
aresult of T.D. 78-182.

D amornm LY AL vrvesrmrrsmvee
AW D adta aa. s0as

General Counsel of t'he
Treasury.

OcToser 25, 1978.
{FR Doc. 73-30724 Flled 10-30-78; 8:45 am]

[4110-03-M] .
Title 21—Food and Drugs

CHAPTER |—FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE )

SUBCHAPTER D—DRUGS FOR HUMAN USE

{Docket No. 78N-0123)

PART 446—TETRACYCLINE
ANTIBIOTIC DRUGS

Concentrated Liquid Dosage Forms of
Tetracycline; Ravocation of Provi-
sions for Certification

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: The Food and Drug Ad-
ministration (FDA) amends the antibi-
otic drug regulations by revoking pro-
visions for certificaticn of concentrat-
ed liquid dosage forms of tetracycline
which are labeled and formulated spe-
cifically for pediatric use. Less concen-
trated syrups and suspensions of tetra-
cyclines, 25 milligrams per milliliter
(mg/ml) or less, will continue to be
certified because of the need for these
products In certaln geriatric patlents,
in patients who cannot swallow solld
dosage forms, and [n children for
whom other antibiotics are not llkely
to be effective or are contraindicated.

EFFECTIVE DATE: January 2, 1979.

FOR FURTHER INFORMATION
CONTACT:

Merle L. Gibson, Bureau of Drugs
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(HFD-140), Food and Drug Adminis-
tration. Department of Health, Edu-
catlon, and Welfare, 5600 Pishers
Lane, Rockville, Md. 20857, Jul-443-
4310.

SUPPLEMENTARY INFORMATION:
In the FeorraL Recister of May 19,
1978 (43 TR 21894), the Commissioner
of Food and Drugs proposed to amend
the antibiotic drug regulations by re-
voking provisions for ccrtiflcation of
concentrated liquid dosage f{orms of
tetracyclines which are lateled and
formulated specifically for pediatric
use. This action was taken bYbecause
new evidence revealed continued ex-
tensive prescribing of concentrated
liquid dosage forms specifically formu-
lated for children, {rom Infancy to the
age of 3 years, despite xnown adverse
reactions in this age group. Interested
persons were invited to submit com-
ments by July 18, 1978. Comments
were received {rom consumers, phar-
macists, dentists. physicians, nurses,
and professional associations.

The agency recelved comments ob-
jecting to the proposal from persons
who Interpreted the proposal as In-
tending to remove all liquid dosage
forms of tetracycline from the market.
These comments stressed that there is
a demonstrated need for liquid dosage
forms of tetracycline {n certain pa-
tients who are unable to ingest solid
dosage forms and !n those few chil-
dren for whom other antibiotics are
not llkely to be effective or are con-
traindicated.

The Commissioner belleves the ob-
jecting comments misunderstood the
proposal, which acknowledged the
need for less concentrated syrups and
suspensions (25 mg/ml or less) and
proposed t0 revoke only the provisions
for certification of the concentrated
liquid dosage forms that are labeled
and formulated specifically for chil-
'ren. The Commissioner considers the
final rule. which Is adopted as pro-
posed, as responsive to the objecting
comments, because the less concen-
trated liquid dosage forms will contin-
ue to be available.

The remainder of the comments
were [n agreement with the proposal.

All outstanding certificates of certi-
fication or release of batches of tetra-
cycline concentrated syrups and sus-
pensions formulated specifically for
pediatric use are revoked on the effec-
tive date of this flnal rule. Recall will
be requested to the retail level for all
products covered by these certificates.
Holders of the certificates will be notl-
fled by letter of the revocations of the
certificates and of the details of the
recall request.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (sec. 507, 59
Stat. 463, as amended (21 U.8.C. 3570
and under authority delegated to the
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Commissioner (21 CFR 5.1), Part 448
is amended as follows:

1. In $448.115a, the second scntence
of paragraph (axl) Is revised to read
as {ollows:

§ 446.115a Demeciocycline oral suspen-

sion.
(a) ¢ e
(1) * * * Each milliliter contains de-
meceloeycline cquivalent to 15 milll.
grams of demecloycline hydrochio-
ride. * * *

2. In § 446.168, the third sentence of
paragraph (a)l) is revised to read as
follows:

§ $16.166 Oxytetracycline  enlcium  ord

xuspension,
(a) « a
(1) * * * Each mllliliter contains a
quantity of oxytetracycline calcium
equivalent to 25 milligrams of oxyte-
tracycline. * * *

Effective date. This regulation is cof-
fective January 2. 1979.

(Sec. 507. 463.
U.8.C. 357n
Dated: October 24, 1978.
WiLLiaM F. RANDOLPH,
Acting Associate Commissioner -
Jor Requlatory Affairs.

[FR Doc. 78-30516 Filed 10-30-78: 8:45 am]

539 Stat. as amended (21

[4410-01-M]
Titla 28—Judicial Administration

CHAPTER |—DEPARTMENT OF
JUSTICE

{Criminal Division Directive No. 2]

PART 0—ORGANIZATION OF THE
DEPARTMENT OF JUSTICE

Subpart Y—Authority To Compromise
and Close Civil Claims and Respon-
sibility for Judgments, Fines, Penal-
ties, and Forfeitures.

APPENDIX TO SUBPART Y—REDELZGA-
TIONS OP AUTHORITY TO U.S. ATTOR-
NEYS, DEPUTY ASSISTANT ATTORNEYS
GENERAL, AND SEeCTiON CHIEFS IN
CRIMINAL Division Casrs

AGENCY: Department of Justice.

ACTION: Final rule.

SUMMARY: This Criminal Division
Directive supersedes Criminal Division
Directive No. 1, regarding redelegation
of the Assistant Attorney General's
authority with respect to compromise
of civil penalties and forfeitures and
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closing of civil claims. This directive
lodges settlement authority in U.S. at-
torneys in cases falling within certain
monetary limitations and redelegates
the remainder of the Assistant Attor-
ney General's authority to Deputy As-
sistant Attorneys General and to Sec-
tion Chiefs.

EFFECTIVE DATE: October 31. 1978.

FOR FURTHER INFORMATION
CONTACT:
Donald B. Nicholson, attorney, Gov-
ernment Regulations and Labor Sec-
tion. Criminal Division, Department
of Justlce, Washington, D.C. 20530,
202-729-2694.

By virtite of the authority vested in
me by part 0 of title 28 of the Code of
Federal Regulations as amended. par-
ticularty §§0.160. 0.162, 0.164, and
0.1G8. it is hereby ordered that Crimi-
nal Division Directive No. i (29 FR
7383. June 6, 1964) is deleted and is su-
prerseded by the {following:

(a) Each U.S. attorney is authorized
to accept or reject offers in compro-
mise of ciaims in behalf of the United
States in all eases in which the differ-
ecnce between the gross amount of the
original claim (or the forfeiture value
of the merchandise claimed) and the
proposed settlement does not exceed
$60.000, and of claims against the
United States in all cases, or in admin-
istrative actions to settle, in which the
amount of the proposed settlement
does not exceced $60.000, and to close
(other than by compromise or by
entry of judgment) civil claims assert-
cd by the United States in all cases in
which the gross amount of the origi-
nal claim or the forfeiture value of the
merchandise claimed does not exceed
$60.000 except:

(1) when. for any reason, the com-
promise or closing of a particular
claims as a practical matter, will con-
trol or adversely Influence the disposi-
tion of other claims which., when
added :o0 the claim in question, total
more than the respective amounts des-
ignated above, or

(2) when the U.S. attorney is of the
opinion that because of a question of
law or polley presented, or for any
other reason., the matter should re-
celve the personnel attention of the
Assistant Attorney General.

(b) Notwithstanding the provisions
of this Directive, the Assistant Attor-
ney General of the Criminal Division
may delegate to U.S. attorneys author-
Ity to compromise or close other cases,
including those Involving amounts
greater than ns set forth In paragraph
(a) above, and up to the maximum
limlt of his authority. where the cir-
cumstances warrant such .elegation.

(c) All other authority delegated to
me by $§0.180, 0.162, and 0.164 of title
28 of the Code of .Federal Regulations
not falling within the limitations of
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