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R
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E
N

T
R

A
L

 
IN

T
E

L
L

IG
E

N
C

E
 

A
G

E
N

C
Y

B
y

 v
irtu

e of th
e au

th
o

rity
 vested in

 m
e 

by th
e A

tom
ic E

nergy A
ct 

of 
1954, 

as 
am

ended (h
erein

after referred
 to

 as th
e 

A
ct; 42 U

.S.C
. 2011 e

t s
e

q.), an
d

 as P
resi­

d
en

t of th
e U

n
ited

 S
tates, it is o

rdered 
as follow

s:
T

h
e 

C
en

tral 
In

tellig
en

ce 
A

gency 
is 

h
ereby 

au
th

o
rized

 
to

 com
m

unicate 
fo

r 
in

tellig
ence purposes, in

 accord
ance w

ith
 

th
e term

s an
d

 co
nditions of an

y
 ag

ree­
m

en
t fo

r co
o

p
eratio

n
 arran

g
ed

 p
u

rsu
an

t 
to

 subsections 144a, 
b, o

r c of th
e A

ct 
(42 U

.S.C
. 

2162 
(a

), 
(b

), o
r (c) ), such 

R
estricted

 D
ata an

d
 d

ata rem
oved fro

m
 

th
e R

estricted
 D

ata catego
ry u

n
d

er sub­
sectio

n
 142d of th

e A
ct 

(42 U
.S.C

. 2162
(d) 

) as is d
eterm

in
ed

(i) 
by th

e P
resid

en
t, p

u
rsu

an
t to

 th
e 

provisions of th
e A

ct, o
r

(ii) by th
e A

tom
ic E

nergy C
om

m
ission 

an
d

 th
e D

ep
artm

en
t of D

efense, jo
in

tly
 

p
u

rsu
an

t to
 th

e provisions of E
xecutive 

O
rd

er N
o. 10841,

to
 be tran

sm
issib

le u
n

d
er th

e ag
reem

en
t 

fo
r 

co
o

p
eratio

n
 

involved. 
S

uch 
co

m
­

m
u

n
icatio

n
s 

sh
all 

be 
effected 

th
ro

u
g

h
 

m
ech

an
ism

s established by th
e C

en
tral 

In
tellig

en
ce A

gency in
 accord

ance w
ith

 
th

e term
s an

d
 co

nditions of th
e ag

ree­
m

en
t fo

r co
operation involved : P

r
o

v
id

e
d

, 
th

a
t 

n
o

 
such 

co
m

m
unication 

sh
all 

be 
m

ad
e by th

e C
en

tral In
telligence A

gency 
u

n
til 

th
e proposed 

co
m

m
u

n
icatio

n
 h

as 
been 

au
th

o
rized

 
eith

er 
in

 
acco

rd
ance 

w
ith

 pro
cedures ad

opted by th
e A

tom
ic 

E
nergy C

om
m

ission an
d

 th
e D

ep
artm

en
t 

of D
efense an

d
 applicable to

 conduct of 
p

ro
g

ram
s fo

r co
operation by th

o
se ag

en
­

cies, 
o

r in
 acco

rd
an

ce w
ith

 
pro

ced
ures 

ap
proved

 by th
e A

tom
ic E

nergy C
om

m
is­

sio
n an

d
 th

e D
ep

artm
en

t of D
efense an

d
 

ap
plicable 

to
 co

n
d

u
ct 

of p
ro

g
ram

s fo
r 

co
o

p
eratio

n
 by th

e C
en

tral Intelligence 
A

gency.
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c
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a
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H

y
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r
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g
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n
 

3

(
T

r
it

iu
m

)

O
n Ju

ly
 2,1960, th

e C
om

m
ission issued 

fo
r pu

blic co
m

m
en

t a proposed am
en

d
­

m
en

t to
 10 C

F
R

 P
a

rt 30 to
 exem

pt from
 

licen
sin

g an
d

 o
th

er reg
u

lato
ry

 contro
ls 

lum
inous d

ial tim
epieces co

n
tain

in
g

 trit­
ium

. 
C

om
m

ents filed by in
terested

 p
er­

sons h
av

e been given carefu
l co

n
sid

era­
tion.

T
h

e am
en

d
m

en
t is designed to

 relieve 
fro

m
 licen

sin
g an

d
 A

E
C

 reg
u

lato
ry

 co
n

­
tro

ls p
erso

n
s w

ho receive lum
inous dial 

tim
epieces co

n
tain

in
g

'tritiu
m

 in
 acco

rd
­

ance w
ith

 th
e stan

d
ard

s set fo
rth

 in
 th

e 
am

en
d

m
en

t.
T

h
e p

rin
cip

al ch
an

g
es w

hich
 h

av
e been 

m
ad

e in
 th

e am
en

d
m

en
t as pub

lished
 on 

Ju
ly

 2, 1960, as a notice of proposed ru
le 

m
ak

in
g

 are as follow
s:

(a) 
T

h
e am

en
d

m
en

t w
ill pro

vide fo
r a 

prelicensing ev
alu

atio
n

 of lum
in

ous dial 
tim

epieces to
 d

eterm
in

e if th
e stan

d
ard

s 
set fo

rth
 in

 th
e am

en
d

m
en

t w
ill be m

et 
rath

er 
th

an
 

m
erely 

settin
g

 
stan

d
ard

s 
w

hich licensees m
u

st m
eet in

 o
rd

er to
 

d
istrib

u
te tim

epieces. 
A

 perso
n

 w
ho ap

­
plies 

tritiu
m

 
to

 
tim

epieces 
o

r 
im

p
o

rts 
tim

ep
ieces 

co
n

tain
in

g
 

tritiu
m

 
from

 
a 

fo
reig

n
 m

an
u

factu
rer m

u
st o

b
tain

 a
 sp

e­
cific license w

h
ich

 w
ould au

th
o

rize th
e 

ex
em

p
t 

d
istrib

u
tio

n
 of 

lum
in

ous 
tim

e­
pieces.

(b) 
A

 req
u

irem
en

t h
as been ad

ded to
 

§ 30.24 w
hich

 requires an
 ap

p
lican

t fo
r 

a specific license to
 su

b
m

it d
etailed

 in
­

fo
rm

atio
n

 o
n

 th
e ty

p
e of lu

m
in

ous p
ro

d
­

u
cts w

hich w
ill be ap

p
lied

 to
 tim

epieces, 
th

e m
eth

o
d

s w
hich w

ill be used in
 ap

p
ly

­
ing th

e lu
m

in
ous p

ro
d

u
cts to

 th
e tim

e­
pieces, 

an
d

 
th

e 
p

ro
to

ty
p

e 
an

d
 

quality 
co

n
tro

l testin
g

 w
hich

 w
ill be carried

 o
u

t 
to

 d
eterm

in
e th

a
t th

e rad
io

activ
e m

ate­
rial is firm

ly
 bo

und to
 th

e h
an

d
s o

r dials 
co

n
tain

ed
 in

 th
e tim

epieces.
(c) 

A
 req

u
irem

en
t h

as been ad
ded to

 
§ 30.24 w

h
ich

 requires an
 ap

p
lican

t fo
r a 

specific license to
 carry

 o
u

t specific tests 
w

h
ich

 in
clude (1) b

ending of h
an

d
s, (2) 

a shock test by m
ean

s of v
ib

ratio
n

 of a 
tim

epiece 
an

d
 

(3) 
an

 
im

m
ersio

n 
test. 

A
ny 

visible 
flak

in
g 

o
r chipping 

of th
e 

rad
io

activ
e m

aterial o
r loss of m

ore th
an

 
five p

ercen
t of th

e tritiu
m

 w
ill be con

­
sid

ered a cause fo
r rejectio

n
.

F
u

rth
er stu

d
y

 
is being 

given by 
th

e 
C

om
m

ission to
 ex

em
ption of o

th
er rad

io
­

nuclides fo
r use 

as lum
inescin

g 
ag

en
ts 

fo
r tim

epieces.
N

otice is h
ereb

y
 given th

a
t th

e follow
­

in
g am

en
d

m
en

ts are ad
opted to

 be effec­
tiv

e 
30 

days 
after 

p
u

b
licatio

n
 

in
 

th
e 

F
e

d
e

r
a

l
 

R
e

g
is

t
e

r
.

1. A
dd a new

 § 30.10 to
 read

 as follow
s: 

§ 3
0

.1
0

 
C

erta
in

 lu
m

in
o

u
s tim

e
p

iec
es.

(a) 
E

x
cep

t 
fo

r 
persons 

w
ho 

app
ly

 
tritiu

m
 to

 lu
m

in
ous tim

epieces o
r h

an
d

s 
o

r dials an
d

 persons w
ho im

p
o

rt fo
r sale 

o
r 

d
istrib

u
tio

n
 

lu
m

in
ous tim

ep
ieces 

or 
h

an
d

s 
o

r dials co
n

tain
in

g
 tritiu

m
, an

y
 

perso
n

 is ex
em

pt fro
m

 th
e req

u
irem

en
ts 

fo
r a license set fo

rth
 in

 sectio
n

 81 of 
th

e 
A

ct 
an

d
 

fro
m

 
th

e 
reg

u
latio

n
s 

in
 

P
arts 20 an

d
 30 of th

is ch
ap

ter to
 th

e 
ex

ten
t 

th
a

t 
such 

p
erso

n
 receives, 

pos­
sesses, uses, tran

sfers, ex
ports, ow

ns or 
acquires lum

inous tim
epieces o

r h
an

d
s or 

dials co
n

tain
in

g
 tritiu

m
.

(b) 
A

ny p
erso

n
 w

ho desires to
 apply 

tritiu
m

 to
 lu

m
in

ous tim
epieces o

r h
an

d
s 

o
r dials fo

r sale o
r distrib

u
tio

n
, o

r desires 
to

 im
p

o
rt fo

r sale o
r d

istrib
u

tio
n

 lu
m

i­
nous tim

epieces o
r h

an
d

s o
r dials co

n
­

tain
in

g
 tritiu

m
, sh

ould apply fo
r a spe­

cific license, p
u

rsu
an

t to
 § 30.24 (i), w

h
ich

 
license states th

a
t th

e 
lum

inou
s tim

e­
pieces o

r h
an

d
s o

r dials m
ay be d

istrib
­

u
ted

 by th
e licensee to

 persons exem
pt 

fro
m

 th
e reg

u
latio

n
s p

u
rsu

an
t to

 p
ara­

g
rap

h
 (a) 

of th
is section.

§ 3
0

.2
4

 
[A

m
en

d
m

en
t]

2. A
dd a new

 p
arag

rap
h

 (i) to
 § 30.24 

to
 read

 as follow
s:

(i) 
C

e
r
ta

in
 

lu
m

in
o

u
s
 

tim
e

p
ie

c
e

s
. 

A
n 

ap
p

licatio
n

 fo
r a specific license to

 app
ly

 
tritiu

m
 

co
n

tain
ed

 
in

 
lu

m
in

ous 
com

­
pounds to

 tim
epieces o

r h
an

d
s o

r dials, 
o

r to
 im

p
o

rt tim
epieces o

r h
an

d
s o

r dials 
co

n
tain

in
g

 tritiu
m

 fo
r use p

u
rsu

an
t to

 
§ 30.10 w

ill be ap
proved

 if: 
(1) 

T
h

e ap
­

p
lican

t satisfies th
e gen

eral req
u

irem
en

ts 
specified in

 § 30.23 an
d

 (2) th
e ap

p
lican

t 
subm

its sufficient in
fo

rm
atio

n
 relatin

g
 to

 
th

e chem
ical an

d
 physical 

com
position 

an
d

 ch
aracteristics of th

e lum
inou

s com
­

pound (s), th
e m

eth
o

d
 of ap

p
licatio

n
 of 

each
 

com
pound, 

q
uality 

co
n

tro
l p

ro
ce­

du
res an

d
 p

ro
to

ty
p

e testin
g

 of lum
inous 

dials, an
d

(i) 
T

h
e tritiu

m
 is bound in

 th
e lu

m
i­

nous com
pound in

 a non
-w

ater-so
lu

b
le 

an
d

 n
o

n
-lab

ile fo
rm

 an
d

 th
e com

pound 
is b

ound
 to

 th
e dials o

r h
an

d
s. 

T
h

e trit­
iu

m
 

w
ill 

be 
consid

ered
 to

 be 
p

ro
p

erly
 

bound
 to

 th
e dials an

d
 h

an
d

s if th
ere is 

n
o

 visible flak
ing 

o
r chipping an

d
 th

e 
to

tal loss of tritiu
m

 does n
o

t exceed 5 
p

ercen
t of th

e to
tal tritiu

m
 w

hen p
ro

to
­

ty
p

e 
dials 

an
d

 
h

an
d

s 
are su

b
jected

 to
 

th
e follow

ing tests in
 th

e o
rd

er specified 
below

:
(a) 

A
ttach

m
en

t of dials to
 a v

ib
ratin

g
 

fix
tu

re an
d

 v
ib

ratio
n

 a
t a rate of n

o
t less 

th
an

 26 cycles p
er second an

d
 a v

ib
ratio

n
 

acceleratio
n

 of n
o

t less th
an

 2G
 fo

r a 
perio

d
 of n

o
t less th

an
 one h

o
u

r; an
d

(b) 
A

ttach
m

en
t 

of 
th

e 
h

u
b

 
en

ds 
of 

th
e h

an
d

s to
 

a 
clam

p 
an

d
 ben

ding 
of 

h
an

d
s over a o

n
e-in

ch
 d

iam
eter cylinder; 

an
d(c) 

T
o

tal im
m

ersio
n of th

e dials an
d

 
h

an
d

s used in
 th

e tests described in
 (a) 

an
d

 (b) 
of th

is subdivision in
 100 m

illi­
liters of w

ater at ro
om

 tem
p

eratu
re fo

r

a 
period 

of 
24 

consecutive 
hours and 

an
aly

sis of th
e test w

ater for its radio­
activ

e m
aterial co

n
ten

t by liquid scintil­
latio

n
 counting or o

th
er equally sensitive 

m
ethod.
(ii) 

N
ot m

ore th
an

 a to
tal of 25 m

illi- 
cu

ries of tritiu
m

 w
ill be applied per tim

e­
piece; an

d
(iii) 

N
ot m

ore th
an

 a to
tal of 5 m

illi- 
cu

ries of tritiu
m

 w
ill be applied per hand 

an
d

 n
o

t m
ore th

an
 15 m

illicuries w
ill be 

ap
plied p

er d
ial (bezels w

hen used shall 
be considered as p

art of th
e d

ial).
(S

e
c

s. 8
1

,1
6

1
, 6

8
 S

ta
t. 9

3
5

,9
4

8
; 4

2
 U

.S
.C

. 2111 
2

2
0

1
)

D
ated

 
at 

G
erm

antow
n, 

M
d., this 2d 

day
 of D

ecem
ber 1960.

F
o

r th
e A

tom
ic E

nergy C
om

m
ission.
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o
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f
o

r
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 B
. M
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l
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S
e
c
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F
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A

R
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P

E
C

IA
L

 
N

U
C

L
E

A
R

 

M
A

T
E

R
IA

L

M
a

t
e

r
ia

l 
T

r
a

n
s

f
e

r
 

R
e

p
o

r
t
s

T
h

e 
follow

ing am
en

dm
ent prescribes 

a stan
d

ard
 tran

sfer an
d

 receipting form
 

to
 be used 

by persons holding licenses 
issued 

p
u

rsu
an

t 
to

 
th

e 
regulations in 

P
art 70, C

h
ap

ter 1, T
itle 10, C

ode of Fed­
eral 

R
eg

ulations, 
in

 in
itiatin

g and re­
ceipting 

sh
ip

m
en

ts 
of 

special 
nuclear 

m
aterial.
N

otice 
of 

proposed 
issuance 

of 
the 

am
en

d
m

en
t w

as published in
 the 

F
e

d­
e

r
a

l
 R

e
g

is
t

e
r

 o
n

 A
ugust 17,1960 (25 F.R. 

7890.), an
d

 a period of 60 days w
as al­

low
ed fo

r receip
t of com

m
ents by inter­

ested persons. 
T

h
e com

m
ents filed have 

been given carefu
l consideration.

T
h

e provisions of th
e new

 § 70.54 are 
u

n
ch

an
g

ed
 fro

m
 those w

hich 
a

p
p

ea
red

 
in

 th
e n

o
tice of proposed rule m

aking. 
H

ow
ever, slig

h
t ch

anges have been m
ade 

in
 th

e F
o

rm
 A

E
C

-388, an
d

 in
 the accom

­
p

an
y

in
g

 in
stru

ctio
n

s, as follow
s:

1. O
n

 th
e face of th

e F
orm

 A
E

C
-388 

th
e p

aren
th

etical instru
ction “ (For AEC 

U
se O

nly) ” h
as been deleted from

 Item
 5.

2
. O

n th
e F

ace of F
orm

 A
E

C
-3

8
8

 Item
 

11 h
as been changed to

 read
: “T

he item
s 

an
d

 q
u

an
tities listed above w

ere shipped
Q

J^ 
* 

* 
* 99

3. O
n th

e face of F
orm

 A
E

C
-3

8
8

 Item
 

12 h
as been changed

 to
 read

: “T
he item

s 
an

d
 q

u
an

tities listed above w
ere receiv

ed
 

on 
* 

* 
*”.

4. In
 

th
e 

in
stru

ctio
n

s 
appearing 

on 
th

e reverse 
side of F

orm
 

A
E

C
-3

8
8

 
t 

“N
ote” 

a
t 

th
e 

bottom
 

of 
th

e 
PageJ

f 
d

esig
n

ated
 “N

ote N
o. 1”, an

d a “N
ote 

•
2” is added, read

in
g

: 
“L

icen
sees are noi

r
e

q
u

ir
e

d
 

to
 

r
e

p
o

r
t 

tr
a

n
sfe

r
s 

o
f 

sp
ec 

n
u

c
le

a
r

 
m

a
te

r
ia

l 
to

 
a

n
o

th
e

r
 

lic
e

n
se

e 
to

 
th

e
 

C
o

m
m

issio
n

, 
fo

r
 

d
isp

o
sa

l, 
if 

m
a

te
r

ia
l is c

o
n

ta
in

e
d

 in
 w

a
ste

 a
n

d
 

m
a

te
r

ia
l h

a
s

 b
e

e
n

 d
e

c
la

r
e

d
 to

 th
e

 c
o

m
 

m
is

s
io

n
 

a
s 

‘c
o

n
su

m
e

d
’ 

b
y

 
a

 
lic

e
n

s

12730



1
2

7
3

1
T

u
e

sd
a

y
, 

D
e

c
e

m
b

e
r 

1
3

, 
1

9
6

0
 

F
E

D
E

R
A

L
 

R
E

G
IS

T
E

R

L
icen

sees a
r

e
 required to

 rep
o

rt all o
th

er 
tr

a
n

sfe
rs 

of 
special 

n
u

clear 
m

aterial, 
ev

en
 though th

e C
om

m
ission m

ay
 h

av
e 

b
een

 
p

a
id

 th
e fu

ll value th
erefo

r. 
In

 
su

ch
 

c
a

se
s 

th
e 

follow
ing 

statem
en

t 
sh

o
u

ld
 be in

se
r

te
d

 in
 Item

 8
: ‘F

ull value 
p

a
id

 to A
E

C
’.”

5. 
Instruction 5 h

as been ch
an

g
ed

 to
 

read: 
"E

nter 
nam

e, 
address, 

license 
num

ber and lease n
um

ber of th
e o

rg
an

i­
zation assum

ing lease resp
onsibility

 fo
r 

the m
aterial; also th

e applicable o
rd

er 
(Form

 A
E

C
-640) 

nu
m

ber, if available.” 
' 

C
opies of F

orm
 A

E
C

-388 referred
 to

 in
 

the am
endm

ent w
ill be fu

rn
ish

ed
 upo

n 
request m

ade to
 A

E
C

 M
aterial L

easing 
O

fficer, U
.S. A

tom
ic E

n
ergy C

om
m

ission, 
O

ak R
idge, T

ennessee.
N

otice is hereby given th
a

t th
e follow

­
ing am

endm
ent to

 
10 

C
F

R
 P

art 70 
is 

published as a docum
ent su

b
ject to

 codi­
fication and

 is 
effective 

30 
day

s 
after 

publication in
 th

e 
F

e
d

e
r

a
l

 
R

e
g

i
s

t
e

r
:

1. R
edesignate 

§§ 70.54 
an

d
 

70.55 
as 

70.55 and 70.56, respectively.
2. A

dd th
e follow

ing new
 § 70.54:

§ 70
.54

 
M

a
teria

l T
ra

n
sfer R

ep
o

rts.

E
ach licensee w

ho tran
sfers an

d
 each

 
licensee w

ho receives special n
u

clear m
a­

terial shall subm
it to

 th
e C

om
m

ission on 
Form

 A
E

C
-388,1 in

 acco
rd

ance w
ith

 th
e 

instructions set ou
t th

erein
, rep

o
rts co

n
­

cerning each tran
sfer of special n

u
clear 

m
aterial w

hich h
as been d

istrib
u

ted
 by 

the C
om

m
ission p

u
rsu

an
t to

 section 53 
of the A

ct. 
S

uch rep
o

rts sh
all be tran

s­
m

itted to the C
om

m
ission p

ro
m

p
tly

 after 
the transfer takes place.

D
ated at G

erm
antow

n, 
M

d., 
th

is 
2d 

day of D
ecem

ber 1960.

For the A
tom

ic E
nergy C

om
m

ission.

W
o

o
d

f
o

r
d

 
B

. 
M

c
C

o
o

l
, 

S
e

c
r
e

ta
r
y

.

[F
.R

. 
D

oc. 
6

0
-1

1
5

4
7

; 
F

ile
d

, 
D

ec. 
1

2
, 

19
6

0
;

8
:4

5
 

a
.m

.]

Title 21—
FO

O
D

 
A

N
D

 
D

R
U

G
S

C
h

a
p

te
r
 

I—
F

o
o

d
 

a
n

d
 

D
r

u
g

 
A

d
m

in
is

­

tr
a

tio
n

, D
e

p
a

r
t
m

e
n

t
 
o

f
 H

e
a

lt
h

, 
E

d
u

­

c
a

t
io

n
, 

a
n

d
 

W
e

lf
a

r
e

SU
BC

H
A

PTER
 

B
—

F
O

O
D

 
A

N
D

 
F

O
O

D
 

P
R

O
D

U
C

T
S

P
A

R
T

 
1

2
1

—
 F

O
O

D
 

A
D

D
IT

IV
E

S

S
u

b
p

a
rt 

C
—

F
o

o
d

 
A

d
d

it
iv

e
s

 
P

e
r

m
it

t
e

d
 

in
 

A
n

im
a

l 
F

e
e

d
 

o
r

 
A

r
\

im
a

l-
F

e
e

d
 

S
u

p
p

le
m

e
n

t
s

S
u

b
p

a
rt 

D
—

F
o

o
d

 
A

d
d

it
iv

e
s

 
P

e
r
m

it
t
e

d
 

in
 
F

o
o

d
 
f
o

r
 

H
u

m
a

n
 

C
o

n
s

u
m

p
t
io

n

H
y

g
r

o
m

y
c

i
n

 
B

 
a

n
d

 
C

h
l

o
r

t
e

t
r

a
c

y
c

l
i

n
e

 
^

 
A

n
im

a
l

 
F

e
e

d
, 

A
n

i
m

a
l

 
F

e
e

d
 

S
u

p
p

l
e

­

m
e

n
t

s
, 

a
n

d
 

i
n

 
F

o
o

d
 

f
o

r
 

H
u

m
a

n
 

C
o

n
­

s
u

m
p

t
i
o

n

tJ
J

P
1® 

C
om

m
issioner 

of 
F

ood 
and

 
ilavm

g evaluated 
th

e d
ata sub- 

C
vatvIrJE

 a P
etition filed by A

m
ercian 

P
riS

^
d

.?
0m

pany‘ 
P

-°- 
B

ox 
383, 

vault 
^

e
w

 Jersey* an
d

 o
th

er rele- 
foiinw

,a
ên

a\ 
concluded 

th
a

t 
the 

ta
rrn

ttx
t^ regulation should issue in

 con- 
auty w

ith section 409 of th
e F

ederal

as p
a

rt o
f o

rig
in

a
l d

o
c

u
m

e
n

t.

F
ood, D

rug, an
d

 C
osm

etic A
ct, w

ith
 re­

sp
ect to

 th
e food additiv

es hygro
m

ycin B
 

an
d

 C
hlortetracyclin

e in
 m

ed
icated

 sw
ine 

feed fo
r th

e p
rev

en
tio

n
 an

d
 treatm

en
t of 

b
acterial 

sw
ine 

en
teritis, 

fo
r 

m
ain

te­
n

an
ce of w

eight g
ain

 in
 th

e presen
ce of 

atro
p

h
ic rh

in
itis, fo

r reducing th
e in

ci­
dence of cervical abscesses, an

d
 as an

 aid
 

in
 

th
e 

co
n

tro
l 

of 
in

festatio
n

 
of 

larg
e 

rou
ndw

orm
s 

(A
scaris 

su
is), 

n
o

d
u

lar 
w

orm
 

(O
esophagostem

um
 

d
en

tatu
m

), 
an

d
 w

hipw
orm

 
(T

rich
u

ris su
is).

T
h

erefo
re, p

u
rsu

an
t to

 th
e provisions 

of th
e act (sec. 409(c) (1

), 72 S
tat. 1786; 

21 U
.S.C

. 348(c) (1
)) 

an
d

 u
n

d
er th

e au
­

th
o

rity
 delegated to

 th
e C

om
m

issioner by 
th

e S
ecretary

 of H
ealth

, E
ducatio

n, an
d

 
W

elfare 
(25 

F
.R

. 
8625): 

I
t 

is 
o

r
d

e
r
e

d
, 

T
h

at 
§ 121.208 

(21 
C

F
R

 
121.208) 

be 
am

en
ded to

 read
 as follow

s:

§ 1
2

1
.2

0
8

 
C

h
lo

rtetra
cy

clin
e in

 m
ed

ica
ted

 
fe

e
d

s.

C
h

lo
rtetracy

clin
e m

ay be safely used 
in

 m
ed

icated
 

feeds 
w

hen 
in

co
rp

o
rated

 
th

erein
 in

 
accord

ance 
w

ith
 

th
e cond

i­
tio

n
s prescrib

ed
 in

 th
is sectio

n:
(a) 

It is used, o
r in

ten
d

ed
 fo

r use as 
a co

m
ponent of low

 calciu
m

 diets in
 th

e 
treatm

en
t of th

e diseases of chickens d
e­

scribed
 in

 
§ 146.26(b) (7) 

of th
is ch

ap
­

ter, as follow
s:

(1) 
T

h
e q

u
an

tity
 of C

hlortetracycline 
ad

d
ed

 to
 low

 calciu
m

 feed is such th
at 

th
e fin

ished m
ed

icated
 feed co

n
tain

s n
o

t 
less th

an
 110 p

arts p
er m

illio
n 

(0.0110 
p

ercen
t) 

n
o

 
m

ore 
th

an
 

220 
p

arts 
p

er 
m

illio
n 

(0.0220 p
ercen

t) 
of C

h
lo

rtetra­
cycline.

(2) 
W

h
en

 feed co
n

tain
s 0.40 p

ercen
t 

to
 

0.55 
p

ercen
t 

of 
d

ietary
 

calcium
, 

it 
sh

all n
o

t be fed
 contin

uously
 fo

r m
ore 

th
an

 5 days.
(3) 

W
h

en
 feed co

n
tain

s 0.80 p
ercen

t of 
d

ietary
 calcium

, it sh
all n

o
t be fed con­

tin
u

o
u

sly
 fo

r m
o

re th
an

 8 w
eeks.

(b) 
It is used, o

r in
ten

d
ed

 fo
r use, in

 
co

m
b

in
atio

n
 w

ith
 hygro

m
ycin in

 diets of 
n

o
rm

al calciu
m

 co
n

ten
t in

 th
e p

rev
en

­
tio

n
 o

r treatm
en

t of diseases of sw
ine 

described in
 § 146.26(b) (32) (iv) 

of th
is 

ch
ap

ter an
d

 as an
 aid

 in
 th

e co
n

tro
l of 

in
festatio

n
 of larg

e ro
undw

orm
s (A

scaris 
su

is), n
o

d
u

lar w
o

rm
 (O

esophagostem
um

 
d

en
tatu

m
), 

an
d

 
w

hipw
orm

 
(T

rich
u

ris 
su

is), as follow
s:

(1) 
F

o
r 

preventive 
use, 

th
e 

finished
 

m
ed

icated
 feed

 sh
all co

n
tain

 13 p
arts p

er 
m

illion 
(0.0013 p

ercen
t) 

of hydro
m

ycin 
B

 an
d

 55 p
arts p

er m
illio

n (0.0055 p
er­

cen
t) of C

hlortetracycline.
(2) 

F
o

r treatm
en

t, th
e finished

 m
edi­

cated
 

feed 
sh

all 
co

n
tain

 
13 

p
arts 

p
er 

m
illio

n 
(0.0013 p

ercen
t) 

of hygrom
ycin 

B
 an

d
 110 p

arts p
er m

illio
n (0.0110 p

er­
cen

t) of C
hlortetracycline.

(c) 
T

h
e q

u
an

tities of th
e an

tib
io

tics 
referred

 
to

 in
 

th
is sectio

n refer to
 

an
 

activ
ity

 eq
uivalent to

 th
a

t of th
e an

ti­
biotic m

aster stan
d

ard
.

(d) 
T

o assu
re safe use of th

e additiv
e 

o
r additives, th

e label an
d

 labeling of th
e 

fo
o

d
-ad

d
itiv

e co
n

tain
er, o

r th
a

t of any 
in

term
ed

iate 
p

rem
ix

 
p

rep
ared

 
th

ere­
from

, sh
all co

n
tain

, in
 ad

d
itio

n
 to

 o
th

er 
in

fo
rm

atio
n

 req
u

ired
 by th

e act, th
e fo

l­
low

ing:
(1) 

T
h

e n
am

e of th
e additive o

r ad
d

i­
tives pro

vid
ed

 fo
r in

 th
is section.

(2) 
A

 statem
en

t of th
e co

n
cen

tratio
n

 
o

r stren
g

th
 of th

e ad
ditive o

r ad
ditives 

co
n

tain
ed

 th
erein

.
(3) 

T
h

e 
w

ord 
“m

ed
icated

” 
p

ro
m

i­
n

en
tly

 an
d

 conspicuously, w
herever th

e 
term

 “feed” o
r "p

rem
ix

” is used, an
d

 in
 

ju
x

tap
o

sitio
n

 th
erew

ith
.

(4) A
dequate m

ix
ing d

irectio
ns to

 p
ro

­
vide fo

r a finished
 feed

 w
ith

 th
e p

ro
p

er 
co

n
cen

tratio
n

 of 
th

e 
additive 

o
r ad

d
i­

tives, w
h

eth
er o

r n
o

t in
term

ed
iate p

re­
m

ixes are to
 be used.

(5) 
A

dequate use d
irectio

n
s to

 provide 
a finished

 
feed 

lab
eled 

as provided 
in

 
p

arag
rap

h
 (e) 

of th
is section.

(e) 
T

o assu
re safe use of th

e additive 
o

r additiv
es, th

e lab
el an

d
 labelin

g of th
e 

finished
 m

ed
icated

 feed
 sh

all co
n

tain
, in 

ad
d

itio
n

 to
 o

th
er 

in
fo

rm
atio

n
 required 

by th
e act, th

e follow
ing:

(1) 
T

h
e n

am
e of th

e additive o
r ad

d
i­

tives pro
vid

ed fo
r in

 th
is section.

(2) 
A

 
statem

en
t 

of 
th

e 
ap

p
ro

p
riate 

co
n

cen
tratio

n
 o

r stren
g

th
 of th

e ad
d

itiv
e 

o
r ad

d
itiv

es co
n

tain
ed

 th
erein

.
(3) 

T
h

e 
w

ord 
“m

ed
icated

” 
p

ro
m

i­
n

en
tly

 an
d

 conspicuously, w
herever th

e 
term

 “feed
” ap

p
ears o

n
 th

e label.
<4) 

If th
e 

additive 
is to

 
be used 

as 
prescribed in

 p
arag

rap
h

 (a) of th
is sec­

tio
n

, 
th

e 
lab

el 
an

d
 

labeling 
sh

all 
also 

inclu
de :

(i) 
T

h
e statem

en
t “co

n
tain

s 0.40 p
er­

cen
t 

to
 

0.55 
p

ercen
t 

of 
d

ietary
 

cal­
cium

—
n

o
t 

to
 

be 
fed

 
co

ntinuously 
fo

r 
m

ore 
th

an
 

5 
days”, 

o
r 

th
e 

statem
en

t 
“co

n
tain

s 
0.8 

p
ercen

t 
of 

d
ietary

 
cal­

cium
—

n
o

t 
to

 
be 

fed
 

continuously
 

fo
r 

m
ore 

th
an

 
8 

w
eeks”, 

w
hichever 

is 
ap

p
ro

p
riate.

(ii) 
A

 statem
en

t th
a

t th
e m

ed
icated

 
feed

 should
 n

o
t be used

 fo
r laying hens.

(5) 
If 

th
e 

additive 
is to

 be 
used 

as 
p

rescrib
ed

 in
 p

arag
rap

h
 (b) of th

is sec­
tio

n, 
th

e 
lab

el 
an

d
 labeling 

sh
all 

also 
in

clude:
(i) 

A
 

statem
en

t 
th

a
t 

th
e 

m
ed

icated 
feed

 is to
 be used

 fo
r p

rev
en

tio
n

 o
r trea

t­
m

en
t of th

e diseases of sw
ine listed

 in
 

§ 146.26(b) (32) (iv) 
of th

is ch
ap

ter, an
d

 
as an. aid

 in
 th

e co
n

tro
l of in

festatio
n

 of 
larg

e roundw
orm

s (A
scaris su

is), n
o

d
u

­
lar 

w
orm

 
(O

esophagostem
um

 
d

en
ta­

tu
m

), 
an

d
 w

hipw
orm

 
(T

rich
u

ris 
su

is), 
w

h
ichever is ap

p
ro

p
riate.

(ii) 
A

 statem
en

t th
a

t th
e m

edicated 
feed

 is to
 be fed

 to
 sw

ine only.
(iii) 

A
 statem

en
t th

a
t th

e m
ed

icated
 

feed m
u

st be w
ith

d
raw

n
 48 h

o
u

rs p
rio

r 
to

 slau
g

h
terin

g
 fo

r food.
(S

e
c

. 
4

0
9

(c
)(1

), 
7

2
 

S
ta

t. 
1786; 

2
1

 U
.S

.C
. 

3
4

8 
(c

)(1
))

2. 
B

ased 
upon 

an
 

ev
alu

atio
n

 
of 

th
e 

d
ata before him

, an
d

 proceeding u
n

d
er 

th
e au

th
o

rity
 of th

e F
ed

eral F
ood, D

rug, 
an

d
 

C
osm

etic 
A

ct 
(sec. 

4
0

9
(c)(4

), 
72 

S
tat. 

1786; 
21 

U
.S.C

. 
3

4
8

(c)(4
)), 

th
e 

C
om

m
issioner 

of 
F

ood 
an

d
 

D
rugs h

as 
fu

rth
er co

ncluded th
a

t a
 to

leran
ce lim

i­
tatio

n
 is req

u
ired

 in
 o

rd
er to

 assu
re th

a
t 

th
e use of th

e food ad
d

itiv
es hygro

m
ycin 

B
 

an
d

 
oh

lo
rtetracy

clin
e w

ill n
o

t cause 
th

e edible tissu
es of ch

ick
en

s o
r sw

ine 
to

 w
hich are fed foods treated

 w
ith

 th
e 

additives in
 acco

rd
an

ce w
ith

 § 121.208 to
 

be unsafe. 
T

herefo
re, th

e follow
ing to

l­
eran

ces are established an
d

 S
u

b
p

art D
 is 

am
en

d
ed

 
by 

ch
an

g
in

g
 

§ 121.1(0.4, 
an

d
 

ad
ding th

e follow
ing new

 section, to
 read

 
as follow

s:


