A500h) ) adjnstment is made (fo the ex-
{ent of such Hablity) by

ig) Decreasing s&ny payment under
title IT of the Act, or under the Rail-
rosd Refirement Act of 1834, t¢ which
the individugl is entitled; or

by In the event of the individual's
death before adjustment is completed, by
decreasing any peyment under Gitle XU
of the Act, or under the Railroad Refire-
ment Act of 1937 payable to the esiate of
the individunl or fp any other person,
that are based on the individual's earn-
ings record {(or compensation).

§ 405.353 Certification of amount that
will be adjusted agninst individusl
}iillc II or railread retirement hene-

15,

As soon s practicable after any ad-
justment i{s defermined to be necessary,
the Sscretary, for purposes of this sub-
part, shall certify the amount of the over-
payment or payment (see § 405.3507 with
respect fo which the sdjustment is $o be
made, If the adjustment is io be meade
by decreasing subseguent payments wm-
der the Rallroad Retirement Act of 1937,
such certifieation shall be made to the
Reilroad Retirement Board,

£ 485355 ‘“Whaiver of adjustment or re-
covery.

The provisions of § 405,352, may not be
applied and there may be no adjustment
or recovery of an overpayment (§ 405,350
{a}) or payment (§405.350(h)} in any
case where the overpeyment has been
made with respect to an individual who
Is without fanlt, and where such adjust-
ment or recovery would defeal the pur-
pose of title IT of the Act, or of the Rail-
road Rebivement Act of 1937, or wonld
be pgaingt equity and good conseience.

§ 405.359 Tiahility of cerlifying or dis-

horsing officer.

No certifying or dishursing effider shail
be held lHable for any amount eertified or
paid by him to any provider of sarviees or
other person:

(8} Where the adjustment or recovery
of such amount is waived (see § 405.355);

or

{b) ‘Where adjustment (see § 405.352)
ar recovery is not compleied prior to the
death of all persons apainst whose hene-
fits such adjustment s authorized.

2. Effective dale. The addition of
Subpart C fo Part 405 of Chapter IT,
Title 20, shall become effective on the
date of publicetion in the TFeoEran
RECISTER.

Dated: October 4, 1968.

Isearl Roperr M. BALL,
Commissioner of Social Sectrity.

Anproved: Oclober 11, 1966,

VrLson J. COHEN,
Aciing Secretary of Health,
Fducation, and Welfare.

[FR. Doc, 66-11423; Filed, Ock, 19, 1566;
8:48am.]

RULES AND REGULATIONS

Title 21—F00D AND BRUGS

Chapier I—Food and Drug Adminis-
fration, Bepariment of Health, Edu-
cation, and Welfare

SUECHAFTER A—-GENERAL

PART 3-—STATEMENTS OF GENERAL
POLICY OR INTERPRETATION

Oral Prenotal Brugs Containing
Fluorides for Humuon Use

A nomber of vitamin-minersl prepara-
tions containing Auorides for prenatal
use and intended or represented to he
beneficial to tooth development in the
fetus or in the prevention of dental car-
ies in the oHspring heve appeared on the
market in the Ilsst few years. These
preparstions and any other fuoride-
containing dmgs offered for the samie
uses are nob generally recogmized as ef-
fective for these puwrposes by experis
qualified by scientific fraining and ex-
perience to evaluate the efectiveness of
drugs.

Arcordingly, under {he authorily vesi-
gd in the Seeretary of Heslth, Educa-
tion, snd Welfare by the Federal Food,
Drug, and Cosmetic Act (segs. 502 {(a),
(L), 505, 7T01(a}, b2 Gtal, 1050, 1051, 1052,
as amended, 1655; 21 TU.S.C. 352 (2}, (),
355, 371 (s}) and delegated by him o the
Commissioner of Food and Drugs (21
CFR 2.120; 31 ¥R, 3008), Part 3 Is
agmended by adding thereto a new siate-
ment of poliey, as follows:

§3.53, Oral prensial drogs containing
fluorides intended for human nse.

{a} The Food and Drug Adminisira-
{ion finds fhatl there is neither subston-
tinl evidence of effectiveness nor & gen-
eral recognition by qualified experts that
prenatal drug preparstions confahing
finorides ars benefivial to tooth develop-
ment in the fetus or in the prevention of
dental caries in fhe offspring.

() Any such drug preparation that is
50 labeled, represented, or adyertised will
be regarded ag mishranded and subjech
to regulstory proceedings unless such
recommendations are coversd by & new-
drug spplication, including substantisl
gvidence of effectivenes, approved pmr-
suani to section 505 of the Federal Food,
Drug, and Cosmetic Act,

(c) A completed and signed “Nptice of
Claimed Investigational Exemption for
& New Drug,” Form FI-1571 seb forth
in §130.3 of this chapter, must be sub-
mitied to cover clinical investigations to
obiain evidence that such preparations
are effective for such uses.

(d) Repulaiory proceedings may hbe
initiated with respect to drug prepere-
tions Inbeled conirary fo the provisions
of this statement and shipped within the
Jurisdletion of the act after 60 days from
the date of publication of this statement
in the FroEraL REGISTER.

13537

(Becs. 502 (a), {f). 505, Tol(n); 62 Stnf,
1050, 1051, 1052, as amended, 1055; 21 T.5.C.
952 (&), {£), 366, 371 (a}}

Daied: Octoher 12, 1966,
Jasms L, GODDARD,
Commissioner of Food and Drugs.

[F.R. Doc. 66-11432; Filed, Cct. 18, 1866;
8:48 a.m.}]

Title 27— FOREIGN RELATIONS

_ Chapier I—-Depariment of Stafe

SUBCHAPTER R—NATIONALITY AND PASSPORYS
[Deportmental Reg, 108.541]

REVISION OF SUBCHAPTER

By the suthority of Executive Order
11205 and Presidentisl Proclemation
3004 I hereby revoke the present regu-
lations appearing as Farh 50, Nationalify
Procedures under the Irmmigration and
Nationslity Act; Part 5§51, Passports;
Part 52, Births and Marriapes; and Parb
53, Travel Conirol of Citizens and Na-
tionals in Time of War or ¥ational Emer-
genicy. T preseribe the following regu-
lations on these subjeots:

PART 50-—-NATIONALITY
PROCEDURES
Sets,
B0.1 Definitions,

Subpar!  A-—Procedures for Delermination of
United Sicles Notionalily of o Person Abroad

50.2 Determinaibion of U.S. natlopalify of
persens shroed.

503 Appleation for registration.

504 Application for praspork.

50.5 Application for registration of birth
ahroad.

806 Reglstration ot the Deportment of
birth abroad.

§0.7 Reportof birth,

B0.8  Certifcatlon of birth.

508 Certificate of fdeniity and reglstra-
tion.

5010 Cerblficate of natlonality.

50,11  Certificate of identity for travel o the
Untted States fo apply for admie.
sion.

Suhpurt B—Refenton ond Resumplion of
NuYlanality
50.20 Retentlon of nationality,
40.30 Resumption of nationality.

Subpart Cewloss of NoHonality

Revocatlon of naturallzation under
section 340{d},

Certification of losg of United States
nationality.

Determination of loss of nationalfy
abroad in connecifon with applica-
tlon for passport in the United
States,

60,50 Renunclation of netionality.

50,51 Certification of exprtriztion,.

Subpart B—Hoord of Review on Loss of
Naolionality

Appesl by nationaitty clalmant,

Orgonization of the Hoard of Review
on Loss of Nationelity,

Chairman,

PFunetions of the Board.

Seope of review on sppenl,

50.40
[15:3 1
B42

50,80
6081

50.62
50,63
50.6¢
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