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I. BACKGRQUND

The Consumer Product Safety Commission (CPSC) promulgated
a safety regulation for pacifiers with an effective date
of February 26, 1%78. The regulation provides performance
criteria and test procedures, but may not provide specific
details of how each test is to be conducted and reported.
In order to provide a uniform system of testing and
reporting within the CPSC, this detailed Engineering

Test Manual has been developed. Additional guidelines,
with regard to potential problems which might be
encountered in performing the compliance tests, have also

been incorporated into this document.

II. §SCOPE

This Engineering Test Manual sets forth the detailed test
procedures, test eqguipment, test flow, report format and test
personnel certification to be utilized within the Commission

in the compliance testing of pacifiers. The details prescribed

in this document set forth the method the CPSC will use.
ITI. APPLICABLE DOCUMENTS

A. Pacifier Regulation 16 CFR Part 1511 (See Appendix).



IV. GENERAL PROCEDURES

A. Safety Precautions

(1) The Test Engineer shall be responsible for the
safety, competence and training of all testing personnel.
2ll tests shall be conducted in such a2 manner as to provide

the maximum protection to those individuals conducting the

tests.

(2) Special care should be exercised in handling the
heating equipment, the boiling water, and the pacifiers used

during the heat cycle deterioration tests.

B. Equipment Calibration and Accuracy. All equipment used
in the performance of the tests shall be maintained in
conformance with the headquarters Laboratory Calibration and
Maintenance Program. The selection of specific equipment to
be used for each test shall be the responsibility of the
Test Engineer but in all cases the equipment utilized will
provide the accuracy and precision necessary to withstand

the scrutiny of possible legal actions.

C. Equipment. The following list prescribes the general
equipment to be used in the performance of the tests as
well as any equipment or apparatus specified in the

Standard:

l. General Equipment




a. Spring force gage capable of applying tensile
or compressive force up to 10 pounds and measuring force

accurate to at least 0.1 pound.

b. Compression disc, 1.5 inch diameter, to be attached

to spring force gage.

c. Vessel to contain boiling water to perform heat

cycle deterioration tests.

d. Metal screen to hold pacifiers completely

submerged in boiling water.

e. Timer to indicate elapsed time and accurate to

at least one second.

f. Universal vernier or dial caliper capable of
measuring inside or cutside dimensions accurate to at least

0.001 inch.
g. Inside spring caliper.
h. Assorted clamps.
i. Ventilation hole gage* (see Figure 1).
j. Mass with clamp* having a total weight of

2 (40 - 0.02) pounds (see Figure 2}.

*To be supplied by Headquarters Engineering lLaboratory.



2. Specified Equipment
a. Pacifier Test Fixture* (see Figure 3).
b. 8Small Parts Gage* (see Figure 4).

D. Sample Identification. A "sample" includes all items
received under one sample number and may consist of several
subs (items). Upon receipt of a sample, each sub shall be
permanently marked so that the identification will remain
throughout the tests. Such markings shall not affect the

results of tests.

E. Test Flow. The tests shall be performed in the same

order as they appear in this manual.

F. Sample Submissions Required. A sample shall cansist of
at least 24 subs. Subs 1 through 6 shall be subjected to the
tests indicated on Table 1. Subs 7 through 24 shall be
reserved for additional testing if necessary or shall remain
in an untested condition. If a pacifier fails to meet one or
more of the test requirements, additional testing to the

requirements not met shall be performed on four more subs.

*To be supplied by Headqguarters Engineering Laboratory.



Table l: Sample Subs and Tests to be Performed

Reference Paragraph

Sub Number Name of Test Test Manual/Fed. Reg.
1 through 6 Visual Test V.A.l. 1511.6
V.A.2. 1511.7
1, 2, 3 Guard or Shield V.B.l. 1511.3(a)
Ventilation Holes V.B.2. 1511.3(b)
Structural Integrity V.B.4. 1511.5
4, 5, 6 Protrusion Test vV.B.3. 1511.4

G. Data Acquisition and Report Format. The CPSC Test Report
for Pacifiers (see Appendix) shall be used for all reporting
of results. A copy of all field laboratory test reports and
any data acquisition forms shall be sent to the Headquarters

Engineering Laboratory.

H. Laboratory Environment. All tests shall be conducted
in ambient laboratory conditions of between 15° to 27°C

(60° to 80°F) unless otherwise specified in the Standard.

I. Personnel and Test Report Certification. All reports
shall be prepared on the form specified herein and shall be
certified as to the accuracy and conformance to all the
requirements of this Test Manual by the Test Engineer.

The Test Engineer shall be a suitable trained expert and
certified by the Director of the CPSC Headguarters Engineering
Laboratory. Prior to tests, the Test Engineer shall insure
that all test operators are familiar with the procedures of

this manual.



V. TEST CRITERIA AND PROCEDURES

A, Visual Tests, Samples shall be visually inspected
according to the following requirements and violations
shall be noted in Part A of the Pacifier Test Report (see
Section VI.).

1. A pacifier shall not be sold or distributed with
any ribbon, string, cord, chain, twine, leather, yarn, or
similar attachment.

2., Pacifiers shall be labeled "Warning - Do Not Tie
Pacifier Around Child's Neck as it Presents a Strangulation
Danger". The label shall appear legibly and conspicuously
on any retail display carton containing two or more pacifiers.
Note in the test report whether the label has the required
warning statement and the location of the label on the shelf
package or box. Each individually packaged pacifier shall
also bear the labeling statement on the package legibly and
conspicuously. Again, note in the test report whether the
label has the required warning statement and the location
of the label on the shelf package or box.

B. Mechanical Tests. The following tests shall be performed
as described and test results shall be noted in Part B of the
Pacifier Test Report.

1., Guard or Shield

a., Requirement: A pacifier guard or shield shall
not be drawn completely through the opening in the Pacifier
Test Fixture (see Figure 3) when a tensile force, applied to
the nipple, is increased gradually to a force not exceeding
two pounds in a period of five seconds and is maintained

3Revised 9/11/84



at two pounds for an additional 10 seconds.

b. Procedure: Clamp the pacifier test fixture in a
horizontal plane such that the radiused 1lip of the opening
is facing upwards. Place the pacifier, with the nipple
facing downwards, over the opening and center the nipple axis
on the axis of the opening. Attach the weight to the nipple,
using a suitable clamp, such that the mass of the clamp
plus the weight is as close to, but does not exceed, two
pounds. Gradually allow the suspended mass to exert a
vertical force to the nipple within a five second period and
allow it to remain freely suspended for an additional 10
seconds. Record the pass or fail on the Test Report Form.
Some types of pacifiers which have irregular shaped shields
require additional care to prevent the complete pacifier

from moving horizontally off the axis of the opening.
2. Ventilation Holes

a. Regquirement: The pacifier guard or shield shall

contain at least two holes symmetrically located and each
being at least 0.20 inches (5 millimeters) in minor dimension.
The edge of any hole shall be no closer than 0.20 inches

(5 millimeters) to the perimeter of the pacifier guard

or shield.



b. Procedure: Using the plug gage shown in
Figure 1 of this manual, check the compliance of the minor
dimension of at least two holes. The gage shall be capable
of being freely inserted into the holes. If the plug gage
cannot be freely inserted into the holes, measure the
diameter of the holes using the universal caliper. Record

the failing hole diameter dimensions.

Use the universal caliper to determine that the
dimension of the nearest edge of each of two holes to the
perimeter of the shield is not less than 0.20 inch. Record

the dimension on the Test Report Form.

If the shield is manufactured from a resilent
material (i.e. latex rubber), care shall be exercised to
avoid distorting the material and obtaining a smaller,
false measurement, for this dimension.

3. Protrusion Test

a. Requirement: No protrusion from the face of the

guard or shield opposite the nipple shall exceed 0.63 inches

when measured in accordance with the following procedure.

b, Procedure: Secure the pacifier, with its axis
horizontal, by a clamp attached to the nipple as close to the
shield as is possible. Any hinged handle or ring shall
have its hinge axis horizontal and shall be allowed to rotate

under the influence of its own weight,



Attach a 1.5 inch diameter disk with a plane face
to the force gage so that the axis of the force gage
passes through the center of the disk and the plane face is
normal to this axis (see Figure 5). Align the axis of the
force gage with that of the pacifier and move the plane
face of the disk towards the protrusion on the pacifier.
Allow any flexible component to buckle or bend and continue
the motion towards the shield until the force gage indicates
a force of 2.0 pounds. A pacifier which has a ring, handle
or other protrusion which is fabricated from a nonrigid
material, but which does not deflect under the influence
of its own weight, may be manually deflected as the plane
face is brought towards it, if by doing so, the force which

it exerts on the plane face is reduced.

While maintaining the two pound force, measure
the distance using the inside spring caliper from the
plane face of the disk to the face of the shield at
the base of the nipple as illustrated by Figure 5.

Record this measurement on the Test Report Form.
4. Structural Integrity

a. Requirement: Any components or fragments

which are released as a result of the Nipple Tests or
the Handle or Ring Tests shall be placed in the Small

Parts Gage shown in Figure 4, such that the component or



fragment is in the lowest position in the cylinder. 1If
the uppermost edge of the component or fragment is below
the plane of the top of the cylinder, the pacifier shall
fail the test in this section.

b. Nipple Test Procedure: Hold the pacifier firmly
by attaching clamps to the guard or shield in a manner
which will not influence the structural integrity of the
pacifier., The orientation of the pacifier may be in any
convenient direction. Grasp the nipple with a suitable
clamp attached to the force gage. Gradually apply a
tensile force in the direction of the nipple axis such
that the force reaches, but does not exceed 10 pounds
in five seconds. Maintain this force for an additional
10 seconds or until the nipple or a component of the

pacifier separates.

31f no separation occurs, the CPSC Test Engineer
shall repeat this test with a different sub, applying
the force at an angle to the nipple axis. The angle
may be up to 90°, based upon the CPSC Test Engineer’s
judgment as to what the angle is most likely to result
in separation. The CPSC Test Engineer's judgment shall
be based upon the configuration, material and/or design
of the pacifier. The approximate angle and the reason(s)
for the angle selected shall be noted on the Comment
section of the test report. No more than one nipple
test before and one nipple test after the Heat Cycle
shall be performed on any one sub.

If on any pacifier a separation of the nipple occurs,
place any separated component into Small Parts Gage in
accordance with the requirement of this section. Record
pass or fail test result on the Test Report Form.

3 Revised 9/11/84
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¢c. Handle or Ring Test Procedure: Use the same

submissions as were used in the Nipple Test., Hold the

pacifier firmly by attaching clamps to the guard or shield

or base of the nipple., Grasp the handle, ring or other
protrusion, located on the side of the shield opposite the
nipple, with a suitable clamp attached to the force gage.
Gradually apply a tensile force in the direction of the nipple
axis such that the force reaches, but does not exceed 10 pounds
in five seconds. Mazintain this force for an additional 10
seconds or until the handle or ring or a component of the
pacifier separates. 3If no separation occurs, the CPSC Test
Engineer shall repeat this test with a different sub, applying
the force at an angle to the nipple axis. The angle may be

up to 90°, based upon the CPSC Test Engineer's judgment as

to what angle is most likely to result in separation. The

CPSC Test Engineer’s judgment shall be based upon the configu-
ration material and/or design of the pacifier. The approximate
angle and the reason(s) for the angle selected shall be noted
on the Test Report Form. No more than one handle or ring

test before and one handle or ring test after the Heat Cycle
shall be performed on any one sub.

If on any pacifier a separation of a handle or ring

occurs, place any separated component into the Small Parts
Gage in accordance with the requirement of this section.
Record pass or fail test result on the Test Report Form.
If separation occurs and parts pass the small parts require-
ment, retest with another submission by clamping at the base
of the nipple (nipple side of shield) and repeat the loading
on the handle as indicated above.

3 Revised 9/11/84



3NOTE: The order in which the Nipple Test and the
Handle or Ring Test are performed shall be based upon the
CPSC Test Engineer's judgment as to which sequence is more
likely to result in a failure. The CPSC Test Engineer’s
judgment shall be based upon the configuration, material
and/or design of the pacifier, For example, if after exami-
nation of the pacifier, the CPSC Test Engineer believes that
a failure is more likely to occur if the 10 pound force is
applied to a handle, to a ring or to some other protrusion
before the force is applied to the nipple, the test shall be
reversed in order, The order of testing and the CPSC Test
Engineer's reason(s) for the testing sequence shall be noted
in the Comment section of the test report.

d. Heat Cycle Deterioration Test Procedure: After
performing the Nipple Test and the Handle or Ring Test, place
the pacifiers in a mesh basket or other suitable container which
will facilitate submersion and removal from boiling water. Sub-
merge the pacifiers in boiling water and start the timer. After
five minutes of submersion, remove the pacifiers and place omn a
clean surface for a five minute cooling period in room tempera-
ture air at 60°-80°F. Perform a total of six boiling/cooling
cycles, After the final (6th) boiling cycle, allow the pacifiers
to cool in room temperature air for at least 20 minutes. The
pacifiers shall be again subjected to the Structural Integrity
Tests. The Nipple Test and the Handle or Ring Test may again be
performed in any order at the discretion of the CPSC Test Engineer
as noted above. 3The order of testing and the reason(s) for the
testing sequence selected should be noted in the Comment section
of the test report. Next, the Guard or Shield Tests (V.B.la. & b.)
and the Ventilation Hole Tests (V.B.2.) shall be performed. All
these tests shall be performed within one hour after the sixth

bolling cycle.

Results of the testing after the Heat Cycle shall be
recorded as "Meets Criteria (Yes/No)" on the report form.

3Revised effective 9/11/84
12



VI. FIGURES
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VII. REQUIREMENTS FOR CPSC TEST REPORT FOR PACIFIERS

The Pacifier Report Form used to report the results shall he
per Appendix A. The names of the test personnel involved
shall be inserted and final approval and responsibility
shall rest with an Engineering Science certified Test
Engineer. All test conductors or analysts shall be

approved by the certified test engineer.

18



|Page 1 of

CPSC TEST REPORT FOR PACIFIERS

DATE(S) TESTED:
SEAL: 1INTACT BROKEN

MANUFACTURER OR IMPORTER:
SAMPLE NO: COLLECTION REPORT:

MODEL OR STYLE NO:

MODEL NAME:

APPROVAL RECORD

Test Analyst Date

Supervisory Mechanical Engineer Date

Form #1 - ESDOC 540750 |




|Page 2 of

CPSC TEST REPORT FOR PACIFIERS
PART A: VISUAL TESTS
Sample Number:

TEST MANUAL

REFERENCE PARAGRAPH

REGULATION

OBSERVATIONS

SUB
1

OBSERVATION

SUB

THROUGH

V.A.1. 1511.6

V.A.2. 1511.7

(a)

¢-))

Pacifier has attached ribbon
string, cord, etc.
Record length of ribbon and
describe
Meets criteria (Yes/No)
Required label "Warning - Do
Not Tie Pacifier Around Child's
Neck as it Presents a Strangu-
lation Danger".
Above label on retail carton
containing two or more pacifiers
(Yes/No)
Above label on individually
packaged pacifiers
(Yes/No)
4* Note whether the label is on
the front, back, or side.

Comments:

Form #t - ES DOC 540750

L4k

Revised 9/11/84



|Page 3 of

Sample Number:

CPSC TEST REPORT FOR PACIFIERS

PART B: MECHANICAL TESTS

REFERENCE PARAGRAPH
TEST UAL [REGGLATION

REQUIREMENT

SUB
1

OBSERVATION
SUB

THROUGH

1511.3
(a)

(b)

V.B.1

v.B.2

V.B.3. 1511.4

V.B.4, 1511.5

b.
(a) & (d)

(b) & (d)

1511.5(e)

1511.5
(a) & (d)

(b) & (d)
V.B.1. 1511.3(a)

V.B.2. 1511.3(b)

Guard or Shield Tests
Performance requirements
Meets criteria (Yes/No)
Ventilation holes
Meets criteria (Yes/No)
(20.20")
Vent Holes
No. of holes...
Size of holes...
Dist., from perimeter.

Protrusion Test, Measured
distance from test surface to
shield under 2.0 1bf
Meets criteria (Yes/No)
(<0.63")
Structural Integrity Tests
Prior to heat cycle (1511.5¢):

Nipple test produces no small
parts...

Meets criteria (Yes/No)
Handle or ring test produces
no small parts...

Meets criteria (Yes/No)

The following performed after
Heat Cycle Deterioration Test:
Nipple test produces no small
parts...

Meets criteria (Yes/No)
Handle or Ring test produces
no small parts...

Meets criteria (Yes/No)
Guard or Shield

Performance requirements...

Meets criteria (Yes/No)
4Ventilation Holes...

Meets criteria (Yes/No)

SUB

4 THRU SUB

SUB

1 THRU SUB

Comments:

Form #1 - ES DOC 5407507
4 Revised 9/11/84
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PART

CPSC TEST REPORT FOR PACIFIERS
C: EQUIPMENT USED FOR MEASURE
Sampie Number:

MENT

NAME

MODEL

SERIAL NUMBER

Form £1 ~ ES DOC 540750




t1500.18 Banned toys and other banned
articles Intended for use by children.

{a) Toys and other'children’s articles
sresenting mechanical hazards, Under
e authority of segtlon 2(IX1IXD) of
Jhe act and pursuant to provisions of
tection 3(e) of the act, the Commission
1as determined that the following
iypes of toys or other articles intended
lor use by children present a mechani-
»al hazard within the meaning of sec-
tion 2(s) of the act because in normal
pse, or when subjected to reasonably
foreseeable damage or abuse, the
design or manufacture presents an un-
reasonsable risk of personal injury or
Nness:

(8) Any pacifier that does not meet
.he requirements of 16 CFR Part 1511
wnd that is introduced Into interstate
ommerce after February 16, 1978,

PART 1511—REQUIREMENTS FOR
PACIFIERS

Sec.
1511.1 Scope of Part 1611.
1511.2 Definitions.
1811.3 Guard or shield requirements,
1511.4 Protrusiona.
1511.5 Btructural integrity tests.
1511.6 Ribbons, strings, cords, or other at-
tachmenta.
1611.7 Labellng.
1511.8 Metric references.
Fioonss 1-2
Avrnorrry: Secs. HIXIHD), {aX1XA), (n),
3(eX 1), 74 Stat. 372, 374, 375, as amended 80
Stat. 1304-05, 83 SBtat. 157-89; 10 USB.C
1261, 1282,
Sounce: 42 FR 33279, June 30, 1977, unless
otherwiss noted.

§1511.1 S8cope of Part 1511,

This Part 1511 sets forth the re-
quirements whereby pacitiers (as de-
fined In § 1511.2(a)) are not banned ar-
ticles under §1500.18(aX8) of this
chapter.

815112 Definitions.

(a) A “pacifier’’ 13 an article consist-
ing of a nipple that is intended for a
young c¢hild to suck upon, but Is not
designed to facilitate a baby’s obtain-
ing fluid, and usually Includes a guard
or shield and a handle or ring.

(b) *Guard or shleld” means the
structure located at the base of the
nipple used to prevent the pacifier
from being completely drawn into the
child's mouth.

(¢) “Handle or ring" means the
structure usually located adjacent to
the guard or shield used for holding or
grasping the pacifier. A hinged handle
or ring is one that 1s free to pivot
about an axiz parallel to the plane of
the guard or shield.

§1511.3 Guard or shield requirements,

{a) Performance requirements. Place
the pacifier in the opening of the fix.
ture lllustrated in Figure 1(a) of this
part so that the nipple of the pacifier
Is centered in the opening and pro-
trudes through the back of the fixturs
a3 shown In Figure 1(b). For pacifiers
with non-circular guards or shields,
align the major axis of the guard or
shield with the major axis of the open.
ing In the {ixture. Apply a tenslle
force to the pacifier nipple in the di
rection shown. The force shall be ap.
plied gradually attaining but not ex.
oceeding 2.0 pounds (8.0 newtons)
within & period of b seconds and main.

10 zeconds. Any pacifier which can be
completely drawn through an opening
with dimensions no grester than those
of Figure 1(a) by such a force shall fall
the test in this part.

(b) Veniilation holes. The pacifier
guard or shield shall contain at least
two holes symmetrically located and
each being at least 0.20 inches (5 milll-
meters) In minor dimenslon. The edge
of any hole shall be no closer than
0.20 Inches (5 milllmeters) to the pe-
rimeter of the pacifier guard or shield.

§1511.4 Protrusions.

{a) Prolrusions limiiation. No pro-
trusion from the face of the guard or
shield opposite from the nipple shall
exceed 0.63 inches (16mm) when meas-
ured in accordance with the procedure
apeclifed in paragraph (b) of this sec-
tion.

(b} Proirusion {esli Secure the pac-
ifler by clamping the nipple with its
axis horizontal. For pacifiers with
hinged handles or rings the orlenta-
tion of the hinge axls shall be horizon-
tal. A plane surface shall be appited to
any protrusion from the guoard or
shield with a force gradually attaining
but not exceeding 2.0 pounds (8.9 new-
tons) applied In a direction along the
axfs of the nipple. The normal of the
plane surface shall be maintalned par-
allel to the axis of the nipple. Any pro-
trusion shall be allowed to fiex or
rotate about {ts hinge as the plane sur-
foct 1s applied to 1t. Measure the dis-
tance from the plane surface to the
guard or shield at the base of the
nipple,

915115 Structural integrily tests.

(8) Nipple. Hold the paclfier by the
shield or guard, grasp the nipple end
of the pacifier and gradually apply s
tensile force to the pacifier nipple In
any possible direction. The force shall
be applied gradually, attaining but not
exceeding 10.0 pounds (44.5 newtons}
within a perlod of § seconds and main-
tained at 10.0 ppunds for an additiona)
10 seconds,

(b) Handle ar ring. Hold the pacifier
by the shield or guard or base of the
nipple, and push or pull on the handlg
or ring in any possible direction. The
force shall be applied gradually attain.
ing but not exceeding 10.0 pounds
(44.5 newiens) within a period of 5 sec-
onds and maintained at 10.0 pounds

(¢) Heat cycle deterioration. After
the testing prescribed in paragraphs
(a) and (b) of this section, all pacifiers
shall be subject to the following: sub-
merge the pacifier in bolling water for
5 minutes and then remove the paclil-
er and allow it to cool for 5 minutes in
room temperature air, 60° to 80* F. (16°
to 27" C). After the cooling period, re-
submerge the pacifier in the bolling
water for 5 minutes. The process shall
be repeated for a total of 6 boiling/
cooling cycles. After the sixth cycle,
the pacifier shall again be subjected to
the structural tests in paragraphs (a)
and (b) of this section and sectlon
1511.3.

{(d) Small paris. Any components or
{ragments which are released as a
result of the tests specified in para-
graphs (a), (b) and {c} of this section
shall be placed in the truncated cylin-
der shown In Figure 2, such that the
component or fragment is in the
lowest position in the cylinder. If the
uppermost edge of the component or
fragment is below the plane of the top
of the cylinder, the pacifier shall fal
the test In this section.

$§1511.6 Ribbons, strings, cords, or other
altachmenis.

A pacifier shall not be sold or dis-
tributed with any ribbon, string, cord,
chain, twine, leather, yarn or simllar
attachments.

815117 Labeling.

(a) Ax required by paragraphs (b)
and (c) of this sectlon, pacifiers shall
be labeled with the statement: “Wamn.
ing—Do Not Tie Paclfier Around
Chlld's Neck as it Presents a Strangu-
Jation Danger.”

{b) The labeling statement required
by paragraph (a) of this section shall
appear legibly and conspicuously on
any retall display carton contalning
two or more pacifiers,

(c) Each individually packaged pac-
{fier shall bear the labeling statement
required in paragraph (a) of this sec.
tion on the package legibly and con-
spicuously.

§15611.8 Metric refarences.

For purposes of compliance with the
fest procedurs presoribed by this
j500.48, the English figures shall be
used. The metric approximations are

rovided in parentheses for conven-
ence and Information only,
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Children's Paciflers Containing
Nitrasamines; Enforcement Policy

Statemant of Policy

For the ressons axplained above, the
Commisson has concluded. based on
available information. that rubber
pacifiers contaiung nigruficant levels of
nitrosamines are hazardous-substances
as defined in sechon 2(g) of the FHSA
and thus are banned hazardous
subatances under section 2{q)(1){A} of
the FH5A because they are articles
Intended for use by children that bear o7
tantain a hazardous substance in such 3
manner as to be susceptible of access (g
8 chi)d lo whom the pacifier 13 given.
Thersfore, the Commission announceg
that it will bnng-aniorcement cases
against persons performing acts
prchibited by section 4 of the FHSA in
relation {9 rubber pacifiers that ars

commerce slter January 1. 1984, and thal
contain more than 60 parts per billion of
nitrosamines as messured by methylene

‘chlonde exracton.! The Commission

will test by the procedure used by FDA's
Nanonal Center for Toxicologica)
Research.? This announcement is to
advise manufacturers and importers of
rubber pucifiers that. withoul further
notice 1n the Fedaral Register, the
Commission will not inibate
enforcement aclion 0 long as pacifiers
imually introduced into wnterstate
commerce aller January 1, 1984, do nat
l;ceed 80 ppb by the method descnbed
abovs,

For mora information on thia
Enforcement Poljcy sea 48 FR
56988 (December 27, 19831)
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	I. BACKGROUND 
	The Consumer Product Safety Commission (CPSC) promulgated 
	a safety regulation for pacifiers with an effective date 
	of February 26, 1978. The regulation provides performance 
	criteria and test procedures, but may not provide specific 
	details of how each test is to be conducted and reported. 
	In order to provide a uniform system of testing and 
	reporting within the CPSC, this detailed Engineering 
	Test Manual has been developed. Additional guidelines, with regard to potential problems which might be 
	encountered in performing the compliance tests, have also 
	been incorporated into this document. 
	II. SCOPE 
	This Engineering Test Manual sets forth the detailed test procedures, test equipment, test flow, report format and test personnel certification to be utilized within the Collllllission in the compliance testing of pacifiers. The details prescribed in this document set forth the method the CPSC will use. 
	III. APPLICABLE DOCUMENTS 
	A. Pacifier Regulation 16 CFR Part 1511 (See Appendix). 
	1 
	IV. GENERAL PROCEDURES 
	A. Safety Precautions (1) The Test Engineer shall be responsible for the safety, competence and training of all testing personnel. All tests shall be conducted in such a manner as to provide the maximum protection ta those individuals conducting the tests. 
	(2) Special care should be exercised in handling the heating equipment, the boiling water, and the pacifiers used during the heat cycle deterioration tests. 
	B. Equipment Calibration and Accuracy. All equipment used in the performance of the tests shall be maintained in conformance with the headquarters Laboratory Calibration and Maintenance Program. The selection of specific equipment to be used for each test shall be the responsibility of the Test Engineer but in all cases the equipment utilized will provide the accuracy and precision necessary to withstand the scrutiny of possible legal actions. 
	c. 
	c. 
	c. 
	c. 
	Equipment. The following list prescribes the general 

	1. General Equipment 

	a. 
	a. 
	Spring force gage capable of applying tensile or compressive force up to 10 pounds and measuring force accurate to at least 0.1 pound. 

	b. 
	b. 
	Compression disc, 1.5 inch diameter, to be attached to spring force gage. 

	c. 
	c. 
	Vessel to contain boiling water to perform heat cycle deterioration tests. 

	d. 
	d. 
	Metal screen to hold pacifiers completely submerged in boiling water. 

	e. 
	e. 
	Timer to indicate elapsed time and accurate to at least one second. 

	f. 
	f. 
	Universal vernier or dial caliper capable of measuring inside or outside dimensions accurate to at least 


	equipment to be used in the performance of the tests as well as any equipment or apparatus specified in the Standard: 
	2 
	0.001 inch. 
	g. 
	g. 
	g. 
	Inside spring caliper. 

	h. 
	h. 
	Assorted clamps. 

	i. 
	i. 
	Ventilation hole gage* (see Figure 1). 


	j. Mass with clamp* having a total weight of 2 (+O -0.02) pounds (see Figure 2). 
	*To be supplied by Headquarters Engineering Laboratory. 3 
	2. Specified Equipment 
	a. 
	a. 
	a. 
	Pacifier Test Fixture* (see Figure 3). 

	b. 
	b. 
	Small Parts Gage* (see Figure 4). 


	D. Sample Identification. A "sample" includes all items received under one sample number and may consist of several subs (items). Upon receipt of a sample, each sub shall be permanently marked so that the identification will remain throughout the tests. Such markings shall not affect the results of tests. 
	E. Test Flow. The tests shall be performed in the same order as they appear in this manual. 
	F. Sample Submissions Required. A sample shall consist of at least 24 subs. Subs 1 through 6 shall be subjected to the tests indicated on Table 1. Subs 7 through 24 shall be reserved for additional testing if necessary or shall remain in an untested condition. If a pacifier fails to meet one or more of the test requirements, additional testing to the requirements not met shall be performed on four more subs. 
	*To be supplied by Headquarters Engineering Laboratory. 
	4 
	Table 1: Sample Subs and Tests to be Performed 
	Reference Paragraph Sub Number Name of Test Test Manual/Fed. Reg. 
	l through 6 Visual Test V.A.l. 1511.6 V.A.2. 1511.7 
	l, 2, 3 Guard or Shield V.B.l. 1511.J(a) ventilation Holes V.B.2. 1511.J(b) Structural Integrity V.B.4. 1511.S 
	4, 5, 6 Protrusion Test V.B.3. 1511..4 
	G. Data Acquisition and Report Format. The CPSC Test Report 
	for Pacifiers (see Appendix)shall be used for all reporting of results. A copy of all field laboratory test reports and any data acquisition forms shall be sent to the Headquarters Engineering Laboratory. 
	H. Laboratory Environment. All tests shall. be conducted in ambient laboratory conditions of between 15° to 27°c (600 to SOOF) unless otherwise specified in the Standard. 
	r. Personnel and Test Report Certification. All reports shall be prepared on the form specified herein and shall be certified as to the accuracy and conformance to all the requirements of this Test Manual by the Test Engineer. The Test Engineer shall be a suitable trained expert and certified by the Director of the CPSC Headquarters Engineering Laboratory. Prior to tests, the Test Engineer shall insure that all test operators are familiar with the procedures of this manual. 
	5 
	V. TEST CRITERIA AND PROCEDURES 
	A. Visual Tests. Samples shall be visually inspected according to the following requirements and violations shall be noted in Part A of the Pacifier Test Report (see Section VI.). 
	l. A pacifier shall not be sold or distributed with any ribbon, string, cord, chain, twine, leather, yarn. or similar attachment. 
	2. Pacifiers shall be labeled "Warning -Do Not Tie Pacifier Around Child's Neck as it Presents a Strangulation Danger". The label shall appear legibly and conspicuously on any retail display carton containing two or more pacifiers. 
	3 Note in the test report whether the label has the required warning statement and the location of the label on the shelf package or box. Each individually packaged pacifier shall also bear the labeling statement on the package legibly and conspicuously. Again, note in the test report whether the label has the required warning statement and the location of the label on the shelf package or box. 
	B. Mechanical Tests. The following tests shall be performed as described and test results shall be noted in Part B of the Pacifier Test Report. 
	l. Guard or Shield 
	a. Requirement: A pacifier guard or shield shall not be drawn completely through the opening in the Pacifier Test Fixture (see Figure 3) when a tensile force, applied to the nipple, is increased gradually to a force not exceeding two pounds in a period of five seconds and is maintained 
	3Revised 9/11/84 
	6 
	at two pounds for an additional 10 seconds. 
	b. 
	b. 
	b. 
	b. 
	Procedure: Clamp the pacifier test fixture in a horizontal plane such that the radiused lip of the opening is facing upwards. Place the pacifier, with the nipple facing downwards, over the opening and center the nipple axis on the axis of the opening. Attach the weight to the nipple, using a suitable clamp, such that the mass of the clamp plus the weight is as close to, but does not exceed, two pounds. Gradually allow the suspended mass to exert a vertical force to the nipple within a five second period and

	2. Ventilation Holes 

	a. 
	a. 
	Requirement: The pacifier guard or shield shalL contain at least two holes symmetrically located and each being at least 0.20 inches (5 millimeters) in minor dimension. The edge of any hole shall be no closer than 0.20 inches 


	(5 millimeters) to the perimeter of the pacifier guard or shield. 
	7 
	b. Procedure: Using the plug gage shown in 
	Figure l of this manual, check the compliance of the minor 
	dimension of at least two holes. The gage shall be capable 
	of being freely inserted into the holes. If the plug gage 
	cannot be freely inserted into the holes, measure the 
	diameter of the holes using the universal caliper. Record 
	the failing hole diameter dimensions. 
	Use the universal caliper to determine that the dimension of the nearest edge of each of two holes to the perimeter of the shield is not less than 0.20 inch. Record the dimension on the Test Report Form. 
	If the shield is manufactured from a resilent material (i.e. latex rubber), care shall be exercised to avoid distorting the material and obtaining a smaller, false measurement, for this dimension. 
	3. Protrusion Test 
	a. 
	a. 
	a. 
	Requirement: No protrusion from the face of the guard or shield opposite the nipple shall exceed 0.63 inches when measured in accordance with the following procedure. 

	b. 
	b. 
	Procedure: Secure the pacifier, with its axis horizontal, by a clamp attached to the nipple as close to the shield as is possible. Any hinged handle or ring shall have its hinge axis horizontal and shall be allowed to rotate under the influence of its own weight. 


	8 
	Attach a 1.5 inch diameter disk with a plane face to the force gage so that the axis of the force gage passes through the center of the disk and the plane face is normal to this axis (see Figure 5). Align the axis of the 
	force gage with that of the pacifier and move the plane face of the disk towards the protrusion on the pacifier. Allow any flexible component to buckle or bend and continue the motion towards the shield until the force gage indicates a force of 2.0 pounds. A pacifier which has a ring, handle or other protrusion which is fabricated from a nonrigid material, but which does not deflect under the influence of its own weight, may be manually deflected as the plane face is brought towards it, if by doing so, the 
	While maintaining the two pound force, measure the distance using the inside spring caliper from the plane face of the disk to the face of the shield at the base of the nipple as illustrated by Figure 5. Record this measurement on the Test Report Form. 
	4. Structural Integrity 
	a. Requirement: Any components or fragments which are released as a result of the Nipple Tests or the Handle or Ring Tests shall be placed in the Small Parts Gage shown in Figure 4, such that the component or 
	9 
	fragment is in the lowest position in the cylinder. If the uppermost edge of the component or fragment is below the plane of the top of the cylinder, the pacifier shall fail the test in this section. 
	b. Nipple Test Procedure: Hold the pacifier firmly by attaching clamps to the guard or shield in a manner which will not influence the structural integrity of the pacifier. The orientation of the pacifier may be in any convenient direction. Grasp the nipple with a suitable clamp attached to the force gage. Gradually apply a tensile force in the direction of the nipple axis such that the force reaches, but does not exceed 10 pounds in five seconds. Maintain this force for an additional 10 seconds or until th
	3 3rf no separation occurs, the CPSC Test Engineer shall repeat this test with a different sub, applying the force at an angle to the nipple axis. The angle may be up to 90°, based upon the CPSC Test Engineer's judgment as to what the angle is most likely to result in separation. The CPSC Test Engineer's judgment shall be based upon the configuration, material and/or design of the pacifier. The approximate angle and the reason(s) for the angle selected shall be noted on the Comment section of the test repor
	If on any pacifier a separation of the nipple occurs, 
	place any separated component into Small Parts Gage in 
	accordance with the requirement of this section. Record 
	pass or fail test result on the Test Report Form. 
	3 Revised 9/11/84 
	10 
	c. Handle or Ring Test Procedure: Use the same submissions as were used in the Nipple Test. Hold the pacifier firmly by attaching clamps to the guard or shield or base of the nipple. Grasp the handle, ring or other protrusion, located on the side of the shield opposite the nipple, with a suitable clamp attached to the force gage. Gradually apply a tensile force in the direction of the nipple axis such that the force reaches, but does not exceed 10 pounds in five seconds. Maintain this force for an additiona
	3 pacifier separates. 31f no separation occurs, the CPSC Test Engineer shall repeat this test with a different sub, applying the force at an angle to the nipple axis. The angle may be up to 90°, based upon the CPSC Test Engineer's judgment as to what angle is most likely to result in separation. The CPSC Test Engineer's judgment shall be based upon the configu­ration material and/or design of the pacifier. The approximate angle and the reason(s) for the angle selected shall be noted on the Test Report Form.
	If on any pacifier a separation of a handle or ring occurs, place any separated component into the Small Parts Gage in accordance with the requirement of this section. Record pass or fail test result on the Test Report Form. If separation occurs and parts pass the small parts require­ment, retest with another submission by clamping at the base of the nipple (nipple side of shield) and repeat the loading on the handle as indicated above. 
	3 Revised 9/11/84 
	3NOTE: The order in which the Nipple Test and the 
	Handle or Ring Test are performed shall be based upon the CPSC Test Engineer's judgment as to which sequence is more likely to result in a failure. The CPSC Test Engineer's judgment shall be based upon the configuration, material and/or design of the pacifier, For example, if after exami­nation of the pacifier, the CPSC Test Engineer believes that a failure is more likely to occur if the 10 pound force is applied to a handle, to a ring or to some other protrusion before the force is applied to the nipple, t
	d. Heat Cycle Deterioration Test Procedure: After performing the Nipple Test and the Handle or Ring Test, place the pacifiers in a mesh basket or other suitable container which will facilitate submersion and removal from boiling water. Submerge the pacifiers in boiling water and start the timer. After five minutes of submersion, remove the pacifiers and place on a clean surface for a five minute cooling period in room tempera­ture air at 60°-80°F. Perform a total of six boiling/cooling cycles, After the fin
	-

	3 as noted above. 3The order of testing and the reason{s) for the testing sequence selected should be noted in the Comment section of the test report. Next, the Guard or Shield Tests (V.B.la. & b.) and the Ventilation Hole Tests {V.B.2,) shall be performed. All these tests shall be performed within one hour after the sixth boiling cycle. 
	Results of the testing after the Heat Cycle shall be recorded as "Meets Criteria (Yes/No)" on the report form. 
	3Revised effective 9/11/84 
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	VI. FIGURES 
	13 
	0 2 LBS (8.9 N) 
	FIG I-PLUG GAGE FOR 
	PACIFIER GUARD (SHIELD} VENTILATION HOLE REQUIREMENT 
	PACIFIER GUARD (SHIELD} VENTILATION HOLE REQUIREMENT 
	:200 
	Figure

	.199 
	\_lliDIA ROD 
	.... 
	.... 
	Figure


	FIG 2-WEIGHT WITH CLAMP 
	FIG 2-WEIGHT WITH CLAMP 
	Center Opening A (a) 22'30" 3/64'RA0-4-COR~,--~-----r.:....._----1f------r 45~__...\ 3"I-76mm ,.-----PACI Fl ER Material: 1/411 {b) .76mm Polytetrafluoroethylene .o3 Rad D 2 LBS OR FORCE 8.9N 
	HERS 

	FIG 3-PACIFIER TEST FIXTURE 
	FIG 3-PACIFIER TEST FIXTURE 
	A 1.25in 31.70mm A L __ __,...,_ LOOin 25.40mm 2.25in 57.10mm 

	Section A-A 
	Section A-A 
	Section A-A 
	flG 4-SMALL PARTS GAGE 
	flG 4-SMALL PARTS GAGE 
	2#(8.9N) FORCE 
	SPRINGGAUGE 1112°DIA LOADING 
	APPLIED • i tryp) ' ..,_---,I DISC o:s3 MAX 
	FIG 5-DIMENSIONAL REQUIREMENT IN PROTRUSION TEST 
	FIG 5-DIMENSIONAL REQUIREMENT IN PROTRUSION TEST 
	VII. REQUIREMENTSFOR CPSC TEST REPORT FOR PACIFIERS 
	The Pacifier Report Form used to report the results shall be per Appendix A. The names of the test personnel involved shall be inserted and final approval and responsibility shall rest with an Engineering Science certified Test Engineer. All test conductors or analysts shall be approved by the certified test engineer. 
	18 
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	CPSC TEST REPORT FOR PACIFIERS 
	DATE(S) TESTED: SEAL: INTACT MANUFACTURER
	BROKEN___ _ 

	OR IMPORTER: SAMPLENO:__________ COLLECTIONREPORT:_______ _ MODELOR STYLE NO: ________ _ 
	MODELNAME:___________ _ 
	APPROVALRECORD 
	APPROVALRECORD 

	Test Analyst Date 
	Supervisory Mechanical Engineer Date 
	Form Ul -ESDOC 540750 
	CPSC TEST REPORT FOR PACIFIERS 
	PART A: VISUAL TESTS 
	Sample Number:______ _ 
	REFERENCEPARAGRAPH UN OBSERVATIONS 
	TEST MANUAL REGULAT!

	1511.6
	V.A.1. 
	V.A.1. 
	V.A.1. 

	1511. 7
	V.A.2. 
	V.A.2. 

	(a) (b) 
	Comments: 
	Form #1 -ES DOC 540750/ 
	4* Revised 9/11/84 
	Pacifier has attached ribbon string, cord, etc. Record length of ribbon and describe 
	Meets criteria (Yes/No)Required label "Warning -Do Not Tie Pacifier Around Child's Neck as it Presents a Strangu­lation Danger".
	Above label on retail carton containing two or more pacifiers(Yes/No)Above label on individuallypackaged pacifiers(Yes/No)4* Note whether the label is on the front, back, or side. 
	JPa.e:e 2 of 
	JPa.e:e 2 of 

	0.5S t:RVATION SUB SUB 1 THROUGH 
	' 
	CPSC TEST REPORT FOR PACIFIERS 
	PART B: MECHANICALTESTS Sample Number: 
	REFERENCEPARAGRAPH 
	TEST l"IANUAL REGULATION REQUIREMENT 
	Guard or Shield Tests Performance requirementsMeets criteria (Yes/No)Ventilation holes Meets criteria (Yes/No) (>0.20")
	Guard or Shield Tests Performance requirementsMeets criteria (Yes/No)Ventilation holes Meets criteria (Yes/No) (>0.20")
	Vent Holes 
	No. of holes ... Size of holes ... 
	Dist. from perimeter. 

	Protrusion Test, Measured distance from test surface to shield under 2.0 lbf 
	Meets criteria (Yes/No)
	Meets criteria (Yes/No)

	(<0.63")StructuraT Integrity Tests Prior to heat cycle (1511.Sc): 
	Nipple test produces no small 
	!Page of 
	!Page of 
	:g 

	OBSERVATION 

	SUB SUB 
	1 THROUGH 
	1 THROUGH 
	SUB 4 THRUsu:a 
	SUB 1 THRUsu:a 
	V. B. 1 V.B.2 
	V.B.3. 
	V.B.4. b. 
	c. 
	d. 
	V.B.4. b. c. 
	V.B.1. 
	V.B.2. v0mments : 
	Form ill 
	-


	1511.3 
	(a) (b) 
	151t. 4 
	1511. 5 
	(a) 
	(a) 
	(a) 
	& (d) 

	(b) 
	(b) 
	& (d) 


	1511.S(c) 1511.5 
	(a) 
	(a) 
	(a) 
	& (d) 

	(b) 
	(b) 
	& (d) 1511.J(a) 1511.J(b) 


	ES DOC540i50j 
	parts ... 
	Meets criteria Handle or ring no small partsMeets criteria 
	(Yes/No) test produces ... (Yes/No) 
	The following performed after Heat Cycle Deterioration Test: Nipple test produces no small 
	parts ... 
	Meets criteria Handle or Ring no small parts,Meets criteria Guard or Shield 
	(Yes/No) test produces .. 
	(Yes/No) 
	(Yes/No) 

	Performance requirements ... 
	Meets criteria (Yes/No)4ventilation Holes ... Meets criteria (Yes/No) 
	Rev2.sed 9/11/84 
	IPaoe 4 of 
	IPaoe 4 of 

	CPSC TEST REPORT FOR PACIFIERS PART C: EQUIPMENT USED FOR MEASUREMENT Sample Number: _______ _ 
	MODEL
	MODEL

	NAME 
	SERIAL NUMBER 
	SERIAL NUMBER 

	Form II -ES DOC 540750.f 
	Banned to1• ■ nd other banned 
	Banned to1• ■ nd other banned 
	11100.18 

	■rtldH Intended for UH b7 chlldnn. 
	<a>To111and olller'cl&ilc!rm'• artkle• >reienttng ""'cl&anfcal huarc!s. Under .he authority of ,e~Uon 2Ul<1XD> of .he act and pursuant to provisions of iecUon 3Cel of the act, the Commlallon 1as determined that the followlIII ,ypea of toys or other artldes Intended lor use by children present a mechani· :al hazard within the meaning of sec­tion 2<s> of the act -use In normal 
	Ole, or when aubjected to reaaonably loreseeable damaa:e or abuse, the desl1111or manufacture preaents an un­reasonable risk of personal Injury or lllneu: 
	(8l Any pacifier that doea not meet .he requirements of 18 CFR Part 1511 md that Ill Introduced Into lntentate :ommerce after February 28, 1978. 

	PAIT 1511-aEQUIREMENTS FOR 
	PAIT 1511-aEQUIREMENTS FOR 
	PAIT 1511-aEQUIREMENTS FOR 

	PACIFIERS 
	PACIFIERS 
	PACIFIERS 

	Sec. 1511.l Scope of Part 1111. 1511.2 Dellnlllona. 
	1111.3 Guard or ableld requlrementa. 1111.4 Prouualona. UIU Structural lnlell'IIY loatL 1111.8 Rlbbona. at.rlop, cords, or other at
	-

	llehmenta. Ull.7 Labellna. 1111.8 Metric re1..­P1•-1-2 
	Avnsoarrr. Sea. 2CfK1KD~ (qKlKAI. (al,3(eK1l, T4 Slat. 373, 374, 315, u amended80 Slat. 1304-05, 83 Slat. 18'1-119:11 U.S.C. 1281, 1282. 
	soaacs: 42 PR U2'19, June 30, 1977, un1olhorw1N noled. 
	-

	11511.1 llcope of PuU611. Thia Part 1511 sets forth the re­quirements whereby pacifiers <u de­fined In I 1511,2<a» are not blllUled ar­ticles under I 1500.18(aX8l of this chapter, 
	11511.2 DellnlUona. 
	11511.2 DellnlUona. 
	<a>A "pacifier" Is anartlde consist­Ing of a nipple that Is Intended for a young child to suck upon, but Is not deailPled to facilitate a baby's obtain­Ing fluid. and usually lndudea a guard or shield and a handle or rlna:. 
	<a>A "pacifier" Is anartlde consist­Ing of a nipple that Is Intended for a young child to suck upon, but Is not deailPled to facilitate a baby's obtain­Ing fluid. and usually lndudea a guard or shield and a handle or rlna:. 
	<bl "Guard or ahleld" means the structure located at the base of the nipple used to prevent the pacifierfrom being completely drawn Into the child'■ mouth. 
	<c> "Handle or rlna:" means the structure usually located adjacent to the guard or shield used for holding or a:n,splng the pacifier. A hlna:ed handle or rlna: Is one that Is free to pivotabout anaxis parallel to the plane of the a:uard or ■hleld. 
	11511.3 GUIil or ahldd requlremenll, (al PtJT/ormancerequfrmnmu. Place the pacifier In the opening of the flX• turo Wuatrated In Figure l<al of this part ■o that the nipple of the pacifier Is centered In the openln1 and pre,.trudea throush the back of the fixture as ahown In Figure l(bl, Por paclflenwith non-circular guard■ or shield■, '111111the maJor axis of the guard or 1hleld with the major axis of tho open,lnl In tho flXture. .Apply a tenslle force to tho pacifier nipple In tho di­rection ahown. Tile f
	10 second■. Any pacifier which can be completely drawn throu1h an openln1 with dimensions no a:reater than those of Figure l<a> by such a force ahall fall the test In this part. 
	<bl Ventilation hole1. The pacifier guard or shield shall contain at least two holea symmetrically located and each belna: at leut 0,20 Inches (5 mll11· metenl In minor dimension, The eda:e of any hole shall be no closer than 
	0.20 lnchea <5 mllllmeten> to the pe­rimeter of the pacifier IJllard or ahleld. 
	1151 U ProlrUIIDIIL 
	(al Protruafon, HmUatlon. No pro­trusion from the face of the guard or shield opposite from the nipple shall exceed 0.63 Inches <18mml when meas­ured In accordance with the procedure specified In para,raph (bl of this •ec• Uon. 
	<bl Protrunon tut. Secure the pac­ifier by clampln1 the nipple with lta axis horizontal. For paclflen with hinged handles or rings the orlenta­Uon of the hinge axis shall be horizon• ta1. A plane surface shall be applled to any protrualon from the 1JUard or shield with a force ll?adually attalnlna: but not exceedlna: 2.0 pounds (8.9 new­tons> applled In a direction along the axla of the nipple, The normal of the ■urtace shall be maintained par­allel to the axis of the nipple. Any pro­trualon shall be allowe
	plane 

	11511.6 Structural lntepll7 lealL 
	(al Nipple. Hold the pacifier by the shield or guard. grasp the nipple end of the pacifier and ll)"&dually apply a tensile force to the pacifier nipple In any poaalble direction. The force ahall be applled a:raduallY, aUalnln1 but not exceedln1 10.0 pound■ (44.5 newtons> within a period of 6 1eoondl and main· talned at 10.0 pounds for an add!Uonal 10 1econdll. 
	(bl Hancllc OTrins,. Hold the pacifier 
	by tho shield or guard or base of the 
	nipple, and PlWh or pull on the handla 
	or rtng In any possible direction. The 
	force 1hall be 11pplled p-adually attain,
	lnll but not 1xceedln1 10.0 poun~
	144,5 newtons> within a period of 5 ,ec. 
	onda 1111dmaintained at lO,O poimcs. 
	<c> Heat c11cletleterlorat(on. After the te&tlna: prescribed In parall)"apha <al and <bl of this section, all pacifiers 
	■hall be ■ubJect to the followlna:: sub• mera:e the pacifier In bollln1 water for 5 minutes and then remove the pacUI• er and allow It to cool for 5 minutes In room temperature air, 60" to 80' F. (16' to 27' C). After the coollna: period, re1ubmer11e the pacifier In the bolling water for 6 minute■. The proceaa •hall be repeated for a total of 6 bolling/coollna: cyclea. After the sixth cycle,tho pacifier shall aealn be subjected to the structural tests In paraa:rapha <a> and <bl of this section and section 1
	-

	(d) Small p1&rta. Any componenta or fraa:ment■ which are released as a reault of the tesla specified In para,­ll)"aphs (a), (bl and (cl of this section shall be placed In the truncated cylln•der shown In Figure 2, such that the component or fraa:ment Is In the loweat ,posJUon In the cyllnder. If the uppermost edse of the component or fracment Is below the plane of the top of the cylinder, the pacifier shall fall the teat In this secUon. 
	I 1511.6 Ribbon■, atrinp, cord ■, or other allachmenlL 
	A pacifier 1hall not be sold or dis­tributed with any ribbon, string, cord, chain, twine, leather, yam or similar attachments. 
	11511.7 Luellnr. <•> As required by paracrapha (bland (cl of this section, pacifiers shall be labeled with the 1tetement: "Warn• lna:-Do Not Tie Pacifier Around Child's Neck as It Pre■ enta a Stransu­latlon Danser." 
	(bl The labeling ■ tatement requiredby paracraph <a>of thla ■ectlon shall appear leclbly and conaplcuoualy on any retell display carton contalnlna: two or more pacifiers. 
	(C) Each Individually packqed pac, lfler 1hall bear the labellnr statement required In paraa:raph <a> of this auc• Uon on the pacuce lellbly and con­
	iplcuously. 
	I HU.I M•lrl• nronnca. For purpOHI of compliance with tho '9at procedure Pr-rlbed by this 1&oa.,11, the En1llah flcurea 1hall be uaed. The metric approximations are provided In parentheses for conven­lenco and lntoJ111atlon onlf, 
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	D 
	D 








	3UOmm 
	3UOmm 
	-
	-

	Section A-A 
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	FIG 2-SMALL PARTS GAGE 
	Chlldrwn·s Paclnen Con&alnlng 
	Chlldrwn·s Paclnen Con&alnlng 
	Nltroumln•a; Enfarcamant Palley 
	SI.II-DI of PoflGr For Iha rwuom 1J1pl.iln1d above. th, Commi111onhu concluded. b•11don 1vatlable information. that rubber pacffien conr.auun1 11pdioant level•of nttra11aune1 are bazarc10,...1ub11anca 

	■1 delllled In secbon2(81 of th■ fHSA and thu■ an, b■Mad hazardo111 1ub1tance ■ under 1ecUan Z(q)(ll(A) ol the FHSA bocauo,lh•r ,,. ,n,cl .. Intended far uae by childran that bear or cantatn a buardau■ 1ub1tanc1Insuch a maMer u ta ba 1u1ceplible of ac:c111IA 
	■1 delllled In secbon2(81 of th■ fHSA and thu■ an, b■Mad hazardo111 1ub1tance ■ under 1ecUan Z(q)(ll(A) ol the FHSA bocauo,lh•r ,,. ,n,cl .. Intended far uae by childran that bear or cantatn a buardau■ 1ub1tanc1Insuch a maMer u ta ba 1u1ceplible of ac:c111IA 
	commerce alter January1. 1984. and that cantammare than IIO parts per btlhon of Ditro■ a11111t11 a■ me11uredby methylene 

	"cltlonde exttacbon.• The Co01mls11on 
	"cltlonde exttacbon.• The Co01mls11on 
	will IHI by lit ■ procedure u1ed by FDA"• 
	:-/111onalCenter forToxlcolo11cal 
	Ru11rcb.• This announcement 11to 
	1dv1H manufacturer. and imponers of 
	rubber p1ml1ar, lltaL without lunher 

	notlco m lite Federal Reptar, tho 
	notlco m lite Federal Reptar, tho 
	notlco m lite Federal Reptar, tho 
	Commit11on will not in1bat1 
	enforcement action ,o Ions •• pacJfior, 
	lnmally 1nuaduced tnta m11n11te commerce aller /anuary 1. 1984, do nol exceed IIO ppb by th ■ method d11cnbed 

	1bov1, 
	1bov1, 
	1bov1, 
	1 childto whom the pacifier 1111v1n.

	Th•relarr. the Comm1111an 1Maunc11 For ra ore inforniation on thia lbat ii will bnnl"lniorc1m1nt cases 
	FIG I-PACIFIER TEST FIXTURE 

	tnforcement Policy see 48 FR
	tnforcement Policy see 48 FR
	1sain1t periona perfann,na acts 
	56988 (December 27, i9B3)
	prah1b111d by 1ecUon 4 al the FHSAIll relarionta rubber pecilier■ lhal ara 










