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Zoalene in grams/ton Combination in grams/ton Indications for use Limitations

Erythromycin 185. Broiler chickens; as an aid in the
prevention and reduction of le-
sions and in lowering severity
of chronic respiratory disease;
prevention and control of coc-
cidiosis.

Feed for 5 to 8 d; do not use in
birds producing eggs for food
purposes; withdraw 48 h before
slaughter; as erythromycin
thiocyanate.

Hygromycin B 8 to 12. Broiler chickens; prevention and
control of coccidiosis; control of
infestation of large round
worms (Ascaris galli) cecal
worms (Heterakis gallinae) and
capillary worms (Capillaria
obsignate) .

Lincomycin 2. Broiler chickens; increase in rate
of weight gain; improved feed
efficiency; as an aid in the pre-
vention and control of coccidi-
osis.

Do not feed to laying chickens; to
be fed as the sole ration; as
lincomycin hydrochloride
monohydrate provided by No.
000009 in § 510.600(c) of this
chapter.

Penicillin 2.4 to 50. Broiler chickens; growth pro-
motion and feed efficiency; pre-
vention and control of coccidi-
osis.

As procaine penicillin.

Penicillin 2.4 to 50 plus
roxarsone 22.7 to 45.4
(0.0025 to 0.005%).

Broiler chickens; prevention and
control of coccidiosis; growth
promotion and feed efficiency;
improving pigmentation.

Withdraw 5 d before slaughter;
as sole source of organic ar-
senic; as procaine penicillin.

Roxarsone 22.7 to 45.4
(0.0025 to 0.005%).

Broiler chickens; prevention and
control of coccidiosis; growth
promotion and feed efficiency;
improving pigmentation.

Withdraw 5 d before slaugher; as
sole source of organic arsenic.

(iii) 113.5 to 170.3 (0.0125
to 0.01875%).

Turkeys; prevention and control
of coccidiosis.

For turkeys grown for meat pur-
poses only.

Arsanilate sodium 90
(0.01%).

Turkeys; growth promotion and
feed efficiency; improving pig-
mentation.

For turkeys grown for meat pur-
poses only; withdraw 5 d be-
fore slaughter; as sole source
of organic arsenic.

Arsanilic acid 90 (0.01%). do. Do.
Carbarsone (not U.S.P.)

277 to 340.5 (0.025% to
0.0375%).

Turkeys; prevention and control
of coccidiosis; aid in the pre-
vention of blackhead.

For turkeys grown for meat pur-
poses only; feed continuously
beginning 2 weeks before
blackhead and coccidiosis are
expected and continue as long
as prevention of blackhead and
prevention and control of coc-
cidiosis is needed; withdraw 5
d before slaughter; as sole
source of organic arsenic.

Roxarsone 22.7 to 45.4
(0.0025% to 0.005%).

Turkeys; growth promotion and
feed efficiency; improving pig-
mentation.

Withdraw 5 d before slaughter;
as sole source of organic ar-
senic.

(2) Permitted combinations. It may be
used in accordance with the provisions
of this section in the combinations pro-
vided, as follows:

(i) Bambermycins in accordance with
§ 558.95.

(ii) Roxarsone in accordance with
§ 558.530.

[41 FR 11005, Mar. 15, 1976, as amended at 42
FR 18618, Apr. 8, 1977; 42 FR 20817, Apr. 22,
1977; 42 FR 36995, July 19, 1977; 51 FR 7401,
Mar. 3, 1986; 52 FR 2686, Jan. 26, 1987; 55 FR
8461, Mar. 8, 1990; 57 FR 8403, Mar. 10, 1992; 57
FR 8578, Mar. 11, 1992; 61 FR 35957, July 9,
1996]

PART 564—DEFINITIONS AND
STANDARDS FOR ANIMAL FOOD

Subpart A—General Provisions

Sec.
564.3 Definitions and interpretations.
564.5 Procedure for establishing a food

standard.
564.6 Review of Codex Alimentarius Food

Standards.
564.8 Conformity to definitions and stand-

ards of identity.
564.12 General methods for water capacity

and fill of container.
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564.14 General statements of substandard
quality and substandard fill of container.

564.17 Temporary permits for interstate
shipment of experimental packs of food
varying from the requirements of defini-
tions and standards of identity.

Subpart B—Food Additives in Standardized
Animal Food

564.20 Food additives proposed for use in
animal foods for which definitions and
standards of identity are established.

AUTHORITY: 21 U.S.C. 341, 343, 371.

SOURCE: 41 FR 38641, Sept. 10, 1976, unless
otherwise noted.

Subpart A—General Provisions

§ 564.3 Definitions and interpretations.

(a) The definitions and interpreta-
tions of terms contained in section 201
of the Federal Food, Drug, and Cos-
metic Act shall be applicable also to
such terms when used in regulations
promulgated under the act.

(b) If a regulation prescribing a defi-
nition and standard of identity for a
food has been promulgated under sec-
tion 401 of the act and the name there-
in specified for the food is used in any
other regulation under section 401 or
any other provision of the act, such
name means the food which conforms
to such definition and standard, except
as otherwise specifically provided in
such other regulation.

(c) No provision of any regulation
prescribing a definition and standard of
identity or standard of quality or fill of
container under section 401 of the act
shall be construed as in any way affect-
ing the concurrent applicability of the
general provisions of the act and the
regulations thereunder relating to
adulteration and misbranding. For ex-
ample, all regulations under section 401
of the act contemplate that the food
and all articles used as components or
ingredients thereof shall not be poison-
ous or deleterious and shall be clean,
sound, and fit for food. A provision in
such regulations for the use of coloring
or flavoring does not authorize such
use under circumstances or in a man-
ner whereby damage or inferiority is
concealed or whereby the food is made
to appear better or of greater value
than it is.

(d) Safe and suitable means that the
ingredient:

(1) Performs an appropriate function
in the food in which it is used.

(2) Is used at a level no higher than
necessary to achieve its intended pur-
pose in that food.

(3) Is not a food additive or color ad-
ditive as defined in section 201 (s) or (t)
of the act as used in that food, or is a
food additive or color additive as so de-
fined and is used in conformity with
regulations established pursuant to
section 409 or 721 of the act.

§ 564.5 Procedure for establishing a
food standard.

(a) The procedure for establishing a
food standard under section 401 of the
act shall be governed by part 10 of this
chapter.

(b) Any petition for a food standard
shall show that the proposal, if adopt-
ed, would promote honesty and fair
dealing in the interest of consumers.

(c) Any petition for a food standard
shall assert that the petitioner com-
mits himself to substantiate the infor-
mation in the petition by evidence in a
public hearing, if such a hearing be-
comes necessary.

(d) If a petitioner fails to appear, or
to substantiate the information in his
petition, at a public hearing on the
matter, the Commissioner may either
(1) withdraw the regulation and termi-
nate the proceeding or (2) if he con-
cludes that it is in accordance with the
requirements of section 401 of the act,
continue the proceeding and introduce
evidence to substantiate such informa-
tion.

[42 FR 4717, Jan. 25, 1977, as amended at 42
FR 15675, Mar. 22, 1977]

§ 564.6 Review of Codex Alimentarius
Food Standards.

(a) All food standards adopted by the
Codex Alimentarius Commission will
be reviewed by the Food and Drug Ad-
ministration and will be accepted with-
out change, accepted with change, or
not accepted.

(b) Review of Codex standards will be
accomplished in one of the following
three ways:

(1) Any interested person may peti-
tion the Commissioner to adopt a
Codex standard, with or without
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change, by proposing a new standard or
an appropriate amendment of an exist-
ing standard, pursuant to section 401 of
the act. Any such petition shall specify
any deviations from the Codex stand-
ard, and the reasons for any such devi-
ations. The Commissioner shall publish
such a petition in the FEDERAL REG-
ISTER as a proposal, with an oppor-
tunity for comment, if reasonable
grounds are provided in the petition.
Any published proposal shall state any
deviations from the Codex standard
and the stated reasons therefor.

(2) The Commissioner may on his
own initiative propose by publication
in the FEDERAL REGISTER the adoption
of a Codex standard, with or without
change, through a new standard or an
appropriate amendment to an existing
standard, pursuant to section 401 of the
act. Any such proposal shall specify
any deviations from the Codex stand-
ard, and the reasons for any such devi-
ations.

(3) Any Codex standard not handled
under paragraph (b) (1) or (2) of this
section may be published in the FED-
ERAL REGISTER for review and informal
comment. Interested persons shall be
requested to comment on the desirabil-
ity and need for the standard, on the
specific provisions of the standard, on
additional or different provisions that
should be included in the standard, and
on any other pertinent points. After re-
viewing all such comments, the Com-
missioner either shall publish a pro-
posal to establish a food standard pur-
suant to section 401 of the act covering
the food involved, or shall publish a no-
tice terminating consideration of such
a standard.

(c) All interested persons are encour-
aged to confer with different interest
groups (consumers, industry, the aca-
demic community, professional organi-
zations, and others) in formulating pe-
titions or comments pursuant to para-
graph (b) of this section. All such peti-
tions or comments are requested to in-
clude a statement of any meetings and
discussions that have been held with
other interest groups. Appropriate
weight will be given by the Commis-
sioner to petitions or comments that
reflect a consensus of different interest
groups.

§ 564.8 Conformity to definitions and
standards of identity.

In the following conditions, among
others, a food does not conform to the
definition and standard of identity
therefor:

(a) If it contains an ingredient for
which no provision is made in such def-
inition and standard, unless such ingre-
dient is an incidental additive intro-
duced at a nonfunctional and insignifi-
cant level as a result of its deliberate
and purposeful addition to another in-
gredient permitted by the terms of the
applicable standard and the presence of
such incidental additive in
unstandardized foods has been exempt-
ed from label declaration as provided
in § 501.100 of this chapter.

(b) If it fails to contain any one or
more ingredients required by such defi-
nition and standard;

(c) If the quantity of any ingredient
or component fails to conform to the
limitation, if any, prescribed therefor
by such definition and standard.

§ 564.12 General methods for water ca-
pacity and fill of container.

For the purposes of regulations pro-
mulgated under section 401 of the act:

(a) The term general method for water
capacity of containers means the follow-
ing method:

(1) In the case of a container with lid
attached by double seam, cut out the
lid without removing or altering the
height of the double seam.

(2) Wash, dry, and weigh the empty
container.

(3) Fill the container with distilled
water at 68 °F to 3⁄16 inch vertical dis-
tance below the top level of the con-
tainer, and weigh the container thus
filled.

(4) Subtract the weight found in
paragraph (a)(2) of this section from
the weight found in paragraph (a)(3) of
this section. The difference shall be
considered to be the weight of water re-
quired to fill the container.
In the case of a container with lid at-
tached otherwise than by double seam,
remove the lid and proceed as directed
in paragraph (a)(2) to (4) of this sec-
tion, except that under paragraph (a)(3)
of this section, fill the container to the
level of the top thereof.
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(b) The term general method for fill of
containers means the following method:

(1) In the case of a container with lid
attached by double seam, cut out the
lid without removing or altering the
height of the double seam.

(2) Measure the vertical distance
from the top level of the container to
the top level of the food.

(3) Remove the food from the con-
tainer; wash, dry, and weigh the con-
tainer.

(4) Fill the container with water to
3⁄16 inch vertical distance below the top
level of the container. Record the tem-
perature of the water, weigh the con-
tainer thus filled, and determine the
weight of the water by subtracting the
weight of the container found in para-
graph (b)(3) of this section.

(5) Maintaining the water at the tem-
perature recorded in paragraph (b)(4) of
this section, draw off water from the
container as filled in paragraph (b)(4)
of this section to the level of the food
found in paragraph (b)(2) of this sec-
tion, weigh the container with remain-
ing water, and determine the weight of
the remaining water by subtracting the
weight of the container found in para-
graph (b)(3) of this section.

(6) Divide the weight of water found
in paragraph (b)(5) of this section by
the weight of water found in paragraph
(b)(4) of this section, and multiply by
100. The result shall be considered to be
the percent of the total capacity of the
container occupied by the food.
In the case of a container with lid at-
tached otherwise than by double seam,
remove the lid and proceed as directed
in paragraph (b)(2) to (6) of this sec-
tion, except that under paragraph (b)(4)
of this section, fill the container to the
level of the top thereof.

§ 564.14 General statements of sub-
standard quality and substandard
fill of container.

For the purposes of regulations pro-
mulgated under section 401 of the act:

(a) The term general statement of sub-
standard quality means the statement
‘‘Below Standard in Quality Good
Food—Not High Grade’’ printed in two
lines of Cheltenham bold condensed
caps. The words ‘‘Below Standard in
Quality’’ constitute the first line, and
the second immediately follows. If the

quantity of the contents of the con-
tainer is less than 1 pound, the type of
the first line is 12-point and of the sec-
ond, 8-point. If such quantity is 1 pound
or more, the type of the first line is 14-
point, and of the second, 10-point. Such
statement is enclosed within lines, not
less than 6 points in width, forming a
rectangle. Such statement, with en-
closing lines, is on a strongly contrast-
ing, uniform background, and is so
placed as to be easily seen when the
name of the food or any pictorial rep-
resentation thereof is viewed, wherever
such name or representation appears so
conspicuously as to be easily seen
under customary conditions of pur-
chase.

(b) The term general statement of sub-
standard fill means the statement
‘‘Below Standard in Fill’’ printed in
Cheltenham bold condensed caps. If the
quantity of the contents of the con-
tainer is less than 1 pound, the state-
ment is in 12-point type; if such quan-
tity is 1 pound or more, the statement
is in 14-point type. Such statement is
enclosed within lines, not less than 6
points in width, forming a rectangle;
but if the statement specified in para-
graph (a) of this section is also used,
both statements (one following the
other) may be enclosed within the
same rectangle. Such statement or
statements, with enclosing lines, are
on a strongly contrasting, uniform
background, and are so placed as to be
easily seen when the name of the food
or any pictorial representation thereof
is viewed, wherever such name or rep-
resentation appears so conspicuously
as to be easily seen under customary
conditions of purchase.

§ 564.17 Temporary permits for inter-
state shipment of experimental
packs of food varying from the re-
quirements of definitions and
standards of identity.

(a) The Food and Drug Administra-
tion recognizes that before petitions to
amend food standards can be submit-
ted, appropriate investigations of po-
tential advances in food technology
sometimes require tests in interstate
markets of the advantages to and ac-
ceptance by consumers of experimental
packs of food varying from applicable
definitions and standards of identity
prescribed under section 401 of the act.
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(b) It is the purpose of the Adminis-
tration to permit such tests when it
can be ascertained that the sole pur-
pose of the tests is to obtain data nec-
essary for reasonable grounds in sup-
port of a petition to amend food stand-
ards, that the tests are necessary to
the completion or conclusiveness of an
otherwise adequate investigation, and
that the interests of consumers are
adequately safeguarded; permits for
such tests shall normally be for a pe-
riod not to exceed 15 months. The Com-
missioner, for good cause shown by the
applicant, may provide for a longer
test market period. The Administra-
tion will therefore refrain from rec-
ommending regulatory proceedings
under the act on the charge that a food
does not conform to an applicable
standard, if the person who introduces
or causes the introduction of the food
into interstate commerce holds an ef-
fective permit from the Commissioner
providing specifically for those vari-
ations in respect to which the food fails
to conform to the applicable definition
and standard of identity. The test pe-
riod will begin on the date the person
holding an effective permit from the
Commissioner introduces or causes the
introduction of the food covered by the
permit into interstate commerce but
no later than 3 months after notice of
the issuance of the permit is published
in the FEDERAL REGISTER. The Com-
missioner shall be notified in writing of
the date on which the test period be-
gins as soon as it is determined.

(c) Any person desiring a permit may
file with the Commissioner a written
application in triplicate containing as
part thereof the following:

(1) Name and address of the appli-
cant.

(2) A statement of whether or not the
applicant is regularly engaged in pro-
ducing the food involved.

(3) A reference to the applicable defi-
nition and standard of identity (citing
applicable section of regulations).

(4) A full description of the proposed
variation from the standard.

(5) The basis upon which the food so
varying is believed to be wholesome
and nondeleterious.

(6) The amount of any new ingredient
to be added; the amount of any ingredi-
ent, required by the standard, to be

eliminated; any change of concentra-
tion not contemplated by the standard;
or any change in name that would
more appropriately describe the new
product under test. If such new ingredi-
ent is not a commonly known food in-
gredient, a description of its properties
and basis for concluding that it is not
a deleterious substance.

(7) The purpose of effecting the vari-
ation.

(8) A statement of how the variation
is of potential advantage to consumers.
The statement shall include the rea-
sons why the applicant does not con-
sider the data obtained in any prior in-
vestigations which may have been con-
ducted sufficient to support a petition
to amend the standard.

(9) The proposed label (or an accurate
draft) to be used on the food to be mar-
ket tested. The label shall conform in
all respects to the general require-
ments of the act and shall provide a
means whereby the consumer can dis-
tinguish between the food being tested
and such food complying with the
standard.

(10) The period during which the ap-
plicant desires to introduce such food
into interstate commerce, with a state-
ment of the reasons supporting the
need for such period. If a period longer
than 15 months is requested, a detailed
explanation of why a 15-month period
is inadequate shall be provided.

(11) The probable amount of such
food that will be distributed. The
amount distributed should be limited
to the smallest number of units reason-
ably required for a bona fide market
test. Justification for the amount re-
quested shall be included.

(12) The areas of distribution.
(13) The address at which such food

will be manufactured.
(14) A statement of whether or not

such food has been or is to be distrib-
uted in the State in which it was man-
ufactured.

(15) If it has not been or is not to be
so distributed, a statement showing
why.

(16) If it has been or is to be so dis-
tributed, a statement of why it is
deemed necessary to distribute such
food in other States.

(d) The Commissioner may require
the applicant to furnish samples of the

VerDate 09<APR>98 11:31 Apr 28, 1998 Jkt 179071 PO 00000 Frm 00445 Fmt 8010 Sfmt 8010 Y:\SGML\179071.TXT 179071-3



450

21 CFR Ch. I (4–1–98 Edition)§ 564.20

food varying from the standard and to
furnish such additional information as
may be deemed necessary for action on
the application.

(e) If the Commissioner concludes
that the variation may be advan-
tageous to consumers and will not re-
sult in failure of the food to conform to
any provision of the act except section
403(g), a permit shall be issued to the
applicant for interstate shipment of
such food. The terms and conditions of
the permit shall be those set forth in
the application with such modifica-
tions, restrictions, or qualifications as
the Commissioner may deem necessary
and state in the permit.

(f) The terms and conditions of the
permit may be modified at the discre-
tion of the Commissioner or upon ap-
plication of the permittee during the
effective period of the permit.

(g) The Commissioner may revoke a
permit for cause, which shall include
but not be limited to the following:

(1) That the permittee has introduced
a food into interstate commerce con-
trary to the terms and conditions of
the permit.

(2) That the application for a permit
contains an untrue statement of a ma-
terial fact.

(3) That the need therefor no longer
exists.

(h) During the period within which
any permit is effective, it shall be
deemed to be included within the terms
of any guaranty or undertaking other-
wise effective pursuant to the provi-
sions of section 303(c) of the act.

(i) If an application is made for an
extension of the permit, it shall be ac-
companied by a description of experi-
ments conducted under the permit,
tentative conclusions reached, and rea-
sons why further experimental ship-
ments are considered necessary. The
application for an extension shall be
filed not later than 3 months prior to
the expiration date of the permit and
shall be accompanied by a petition to
amend the affected food standard. If
the Commissioner concludes that it
will be in the interest of consumers to
issue an extension of the time period
for the market test, a notice will be
published in the FEDERAL REGISTER
stating that fact. The notice will in-
clude an invitation to all interested

persons to participate in the market
test under the same conditions that ap-
plied to the initial permit holder, in-
cluding labeling and the amount to be
distributed, except that the designated
area of distribution shall not apply.
The extended market test period shall
not begin prior to the publication of a
notice in the FEDERAL REGISTER grant-
ing the extension and shall terminate
either on the effective date of an af-
firmative order ruling on the proposal
or 30 days after a negative order ruling
on the proposal, whichever the case
may be. Any interested person who ac-
cepts the invitation to participate in
the extended market test shall notify
the Commissioner in writing of that
fact, the amount to be distributed, and
the area of distribution; and along with
such notification, he shall submit the
labeling under which the food is to be
distributed.

(j) Notice of the granting or revoca-
tion of any permit shall be published in
the FEDERAL REGISTER.

(k) All applications for a temporary
permit, applications for an extension of
a temporary permit, and related
records are available for public disclo-
sure when the notice of a permit or ex-
tension thereof is published in the FED-
ERAL REGISTER. Such disclosure shall
be in accordance with the rules estab-
lished in part 20 of this chapter.

(l) Any person who contests denial,
modification, or revocation of a tem-
porary permit shall have an oppor-
tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to part 16 of this chapter.

[41 FR 38641, Sept. 10, 1976, as amended at 42
FR 4717, Jan. 25, 1977; 42 FR 15675, Mar. 22,
1977; 54 FR 18281, Apr. 28, 1989]

Subpart B—Food Additives in
Standardized Animal Food

§ 564.20 Food additives proposed for
use in animal foods for which defi-
nitions and standards of identity
are established.

(a) Where a petition is received for
the issuance or amendment of a regula-
tion establishing a definition and
standard of identity for a food under
section 401 of the act, which proposes
the inclusion of a food additive in such
definition and standard of identity, the
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provisions of the regulations in this
subchapter E shall apply with respect
to the information that must be sub-
mitted with respect to the food addi-
tive. Since section 409(b)(5) of the act
requires that the Commissioner publish
notice of a petition for the establish-
ment of a food-additive regulation
within 30 days after filing, notice of a
petition relating to a definition and
standard of identity shall also be pub-
lished within that time limitation if it
includes a request, so designated, for
the establishment of a regulation per-
taining to a food additive.

(b) If a petition for a definition and
standard of identity contains a pro-
posal for a food-additive regulation,
and the petitioner fails to designate it
as such, the Commissioner, upon deter-
mining that the petition includes a
proposal for a food-additive regulation,
shall so notify the petitioner and shall
thereafter proceed in accordance with
the regulations in this Subchapter E.

PART 570—FOOD ADDITIVES

Subpart A—General Provisions

Sec.
570.3 Definitions.
570.6 Opinion letters on food additive sta-

tus.
570.13 Indirect food additives resulting from

packaging materials prior sanctioned for
animal feed and pet food.

570.14 Indirect food additives resulting from
packaging materials for animal feed and
pet food.

570.15 Adoption of regulation on initiative
of Commissioner.

570.17 Exemption for investigational use
and procedure for obtaining authoriza-
tion to market edible products from ex-
perimental animals.

570.18 Tolerances for related food additives.
570.19 Pesticide chemicals in processed

foods.

Subpart B—Food Additive Safety

570.20 General principles for evaluating the
safety of food additives.

570.30 Eligibility for classification as gen-
erally recognized as safe (GRAS).

570.35 Affirmation of generally recognized
as safe (GRAS) status.

570.38 Determination of food additive sta-
tus.

AUTHORITY: 21 U.S.C. 321, 341, 342, 346a, 348,
371.

SOURCE: 41 FR 38644, Sept. 10, 1976, unless
otherwise noted.

Subpart A—General Provisions
§ 570.3 Definitions.

(a) Secretary means the Secretary of
Health and Human Services.

(b) Department means the Department
of Health and Human Services.

(c) Commissioner means the Commis-
sioner of Food and Drugs.

(d) As used in this part, the term act
means the Federal Food, Drug, and
Cosmetic Act approved June 25, 1936 (52
Stat. 1040 et seq., as amended; 21 U.S.C.
301–392).

(e) Food additives includes all sub-
stances not exempted by section 201(s)
of the act, the intended use of which
results or may reasonably be expected
to result, directly or indirectly, either
in their becoming a component of food
or otherwise affecting the characteris-
tics of food. A material used in the pro-
duction of containers and packages is
subject to the definition if it may rea-
sonably be expected to become a com-
ponent, or to affect the characteristics,
directly or indirectly, of food packed in
the container. Affecting the characteris-
tics of food does not include such phys-
ical effects, as protecting contents of
packages, preserving shape, and pre-
venting moisture loss. If there is no
migration of a packaging component
from the package to the food, it does
not become a component of the food
and thus is not a food additive. A sub-
stance that does not become a compo-
nent of food, but that is used, for exam-
ple, in preparing an ingredient of the
food to give a different flavor, texture,
or other characteristic in the food,
may be a food additive.

(f) Common use in food means a sub-
stantial history of consumption of a
substance by a significant number of
animals in the United States.

(g) The word substance in the defini-
tion of the term food additive includes a
food or feed or a component of a food or
feed consisting of one or more ingredi-
ents.

(h) Scientific procedures include those
human, animal, analytical, and other
scientific studies, whether published or
unpublished, appropriate to establish
the safety of a substance.
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