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Infroductions — Lort Mitchell Dixon, PhD

a4 President of Great Lakes Marketing

4 Director of Operation Safe Child /LDiXOI’\@G LM.com \
4 Member of ASTM, CSA and other :

regulatory bodies 419-534-4710
a4 Chair of National Poison Prevention

Week Council \Child Resistant.com p

4 Project Director for consumer studies
related to packaging

a4 GLM has been testing CR packages
since PPPA was enacted




Infroductions — Jan Hepler & Deb Stout

4 Jan Hepler 4 Deb Stout

4 Project Manager, 4 Project Manager,
Operation Safe Child Operation Safe Child

4 About 20 years working with 4 About 15 years working with
PPPA and related tesfing PPPA and related tesfing

4 At your service 4 At your service
Jan@GLM.com Deb@GLM.com

419.481.1048 419.481.1045

www.GLM.com GREA MARKET ‘



U.S. CONSUMER PRODUCT SAFETY COMMISSION

@ Office of Compliance
A\~
Requirements' under the Poison Prevention Packaging Act,
16 C.F.R. 1700

For clarification
§ 1700.15 Poison prevention packaging standards
§ 1700.20 Testing procedure for special packaging
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CHILD RESISTANT PACKAGE TESTING

Consumer Product Safety Act (CPSA) and the Consumer Product Safety Improvement Act (CPSIA). The Environ



http://childresistant.com/home/

Focus for Today

« Enforcement Discretion
Extension Letter

« What does it mean?

« Differences between
16CFR1700.20 and ISO
standards

« Q&A
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U.S. CONSUMER PRODUCT SAFETY COMMISSION
4330 EAST WEST HIGHWAY
BETHESDA, MD 20814

Poison Prevention Packaging Act (PPPA) Enforcement Discretion
Testing Advisory Letter

June 25, 2020

Dear Sir or Madam:

E n f O rC e m e n -|- [ am writing to announce certain enforcement dmretmn for packages subject to the

testing requirements of the Poison Prevention Pa ct (PPPA) and its implementing
regulations, stemming from testing challenges posed by VID-19. The Office of Compliance
will adhere to this enforcement discretion for 6 months until December 25, 2020.

° °
) I S ( r< t -|- I O I I Th:: PPPA requires ]Jﬂ_"duLt"\ LUHI&II’III’II—!_ a reguldled substance (listed at 16 CFR

ld-resistant and senior-friendly
ned or constructed to be

s1gni tly difﬁcult for -c.hildrt:-.n under S years of agf: to open within a reasonable time, and not
e e r be difficult for normal adults to use properly.
—

Under the Consumer Product Safety Improvement Act of 2008 (CPSIA), the importer or
thc dumratu. pam' that paukage- a PPPA- I‘t:!:",llldllf‘d substance in special packaging must issue the
( idate that the product meets the applicable
uirements of 16 CFR § 1700.15. This certification is supported by the child-resistance and
r-friendly testing data (also known as protocol data), obtained in accordance with the

procedures described under 16 CFR §1700.20.
J l ’ I l < ! ; X\ ; z O z O During an open public meeting held on May 14, 2020, PPPA testing firms informed us
4 esting for certification to s been halted as a result of the COVID-19 pandemic.

that testing for certification to the PPPA has been halted
The firms further informed us that due to public health guidance for social distancing, testing to
all of the procedures described under 16 CFR § 1700.20 may not be feasible.

The full letter is available in the document section on
ChildResistant.com/product-types-protocols-regulations/



In consideration of this information, the Office of Compliance will accept the following
alternatives for 6 months, to ease the current interruption of testing and certification under the
PPPA:

Testing protocol data to the methods described under the international standards ISO

8317,180 14375, EN 802, CSA Z76.1 and CSA Z76.2, in lieu of the method described
under 16 CFR § 1700.20;
Transparent barriers between the tester and test subjects (children or adults), and in the

" B}
W h G .|- I S -|- h e cases of the child test, between children'; and

Slg nIfICO nce * Provides a list of alternate

Of the test standards to 16 CFR
1700.20 testing protocol
lettere

* Modifies 16 CFR 1700.20
(sites and transparent
barriers)




Excerpts
from

letter: - Single-site child and adult testing under 16 CFR § 1700.20.7

The alternative site location for testing can be in lieu of a site familiar to the children. The site restrictions prohibiting 20% of
children and 24% of adults being obtained from or tested at any one site will be waived; however, no more than 20% of

children and 24% of adults may be from the same zip code. Testers should record the permanent zip code of the test
subjects and also note whether an altemative test site was used in the testing protocol data.

Wiglel » Multiple test site restriction suspended
does this . [dentification of alternate test site in the

meon2 report

 Participant ZIP Code ensures sampling
distribution



Testing protocol comparison

16 CFR 1700.20 ISO 8317 ISO 14375

Reclosable packages -
Non-recloseable packages ( j

Children 42-51 months

50% male / 50% female
Test site requirements - *
Tester requirements

Teeth prompt used m

Sequential panel starfing at 50 _— —

Sequential panel starting at 30 k )_)

*Only requires 3 test sites rather than 20% or less of the panel being tested at one site.

A more extensive comparison chart of international standards is available in the document section on
ChildResistant.com/product-types-protocols-regulations/

www.GLM.com
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Use of Teeth by Age

Use Teeth Before and After 42 - 44 45 - 48 49 - 51
Demonsiration months (a) months (b) months (c)
Teeth Used before Demo | 4.8% (bc) | 5.6% (ac) | 7.1% (ab)
Teeth Used after Demo | 39.3% (bc) | 44.9% (ac) | 48.1% (ab)

(abc) Statistical difference at 90% level of confidence
Based on completed (and passed) tests
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Excerpt
from
letter:
For regulated products in special packaging and certified using any of the alternatives
outlined in our enforcement discretion, the General Certificate of Conformity (GCC) and testing

protocol data must be submitted by the importer or domestic manufacturer to the Office of
Compliance, by emailing: RegulatedCMT(@cpsc.gov, before distribution into commerce. All
other requirements under 16 CFR § 1700.20 remain in full force and effect.

If the test Is conducted during the
What discretionary enforcement period:

does this =) fhe test report must be submitted
meane to RegulatedCMT@cpsc.gov by
the importer or manufacturer.




GLM Reports

All GLM t . o .
evimesiall A General Certificate of Compliance _
during the iempla’re

enforcement

discretion i STAN;

include: A cover letter stating the standard used Q:os\\oN 5S40 4
’ \;3 o p. €

for the tfest/next steps.

A copy of both CPSC letters. -

CERTIFIED
CHILDRESISTANT.COM

The protocol test summary. _

data sheets

www.GLM.com . GREAT LAKES MARKETING RESEARCH 15



U.S. CONSUMER PRODUCT SAFETY COMMISSION
4330 EAST WEST HIGHWAY
BETHESDA, MD 20814

Poison Prevention Packaging Act (PPPA) Enforcement Discretion
Extension Letter

November 12, 2020
Dear Sir or Madam:
Given continued testing challenges related to Covid-19, the Office of Compliance and

Field Operations is extending, through June 25, 2021, the enforcement discretion for packages
subject to the testing requirements of the Poison Prevention Packaging Act (PPPA), described in

my June 25, 2020 [etter.
° °
In addition, we are expanding the enforcement discretion to accept the use of the adult-
I S ( re I O n resecuring data (16 CFR § 1700.20(d)(2)) as the basis for determining whether a package meets
the child-resistant requirements to reduce the total number of children needed for testing.
Answers to potential questions regarding application of the adult-resecuring test for determining

°
| X-l- e n S I O n child-resistance acceptance, as well as other aspects of the enforcement discretion, are attached.

For regulated products in special packaging and certified using any of the alternatives
outlined in our enforcement discretion, the General Certificate of Conformity (GCC) and testing

protocol data must be submitted by the importer or domestic manufacturer to the Office of
e e r Compliance, by emailing: RegulatedCMT(@ cpsc.gov, before distribution into commerce. All
other requirements under 16 CFR § 1700.20 remain in full force and effect.

Again, this enforcement discretion will remain in effect until June 25, 2021. Please direct
any questions to: RegulatedCMT(@cpsc.gov. Thank you for your cooperation.

Sincerely,

November 12, oo o
2020

The full letter is available in the document section on
ChildResistant.com/product-types-protocols-regulations/



Again, this enforcement discretion will remain in effect until June 25, 2021. Please direct

any questions to: RegulatedCMT(@cpsc.gov. Thank you for your cooperation.

WhOT * Timeline
d O eS Th e « CURRENT: Until June 25, 2021
extension " Should be finished “close 1 June
meane

25”

« POTENTIAL: This will be extended;
CPSC is asking for feedback

e Clarifications



Excerpt

lgﬁg‘r, Testing to 16 CFR § 1700.20
' Question: Does the test to 16 CFR § 1700.20 expire?

Answer: There is no expiration date when testing to 16 CFR § 1700.20, and there 1s no

requirement to retest, as long as the tests adequately reflect the current package and substance

contained in the package. If there 1s a material change in the packaging or substance within the
package, or there is a change in the manufacturing process, then we recommend retesting to

ensure that the package continues to meet the PPPA requirements.

What » There is no expiration date for

does this pdfckoges ’reTs’red.d;ringl the .
enforcement period as long as the
meane package remains the same.



Claritying Test Acceptance Dates

Testing During the Enforcement Discretion Period

Question: If testing for certification to the PPPA was conducted to the accepted alternative
method(s) of § 1700.20, or to an international standard during the enforcement discretion period,
does the package need to be retested after the enforcement discretion period ends?

Answer: No, but the GCC and testing protocol data must be submitted by email.
(RegulatedCMT(@cpsc.gov) before distribution into commerce. (See Figure 1)

June 25, 2020 - June 25, 2021
Pre-Enforcement Discretion Enforcement Discretion Post-Enforcement Discretion

Figure [ Test to acceptable method

Excerpt
ligelag
letter:

Packages tested to alternate
standards during the
enforcement discretfion do
not need to be retested to

16 CFR 1700.

There is no expiration date for
packages tested during the

enforcement period.




Claritying Non-Compliant Testing

Testing Prior to the Enforcement Discretion Period

Question: If testing was conducted to an international standard prior to the enforcement
discretion period, does the package need to be retested before the enforcement discretion period
ends?

Answer: Yes. Testing to a standard other than 16 CFR § 1700.20 was not accepted for P O C kO e S '|'e S'l'e d
certification to the PPPA prior to the enforcement discretion period. Although it will be accepted g
as a basis for certification during the enforcement discretion period, it will not be accepted after

June 25, 2021 (See Figure 2). The package shall be retested to § 1700.20, the accepted 'l- | 'l- 'l-
alternative method(s) of § 1700.20, or to an international standard during the enforcement O O e rn O e
tandards prior
June 25, 2020 - June 25, 2021 p

discretion period to be accepted after June 25, 2021 (See Figure 3).
Pre-Enforcement Discretion Enforcement Discretion Post-Enforcement Discretion -|-O -|- h e

Test to international e n -|:O rC e m e n .|.

standard

period are not
June 25, 2020 - June 25, 2021 CO m plio nT.

Pre-Enforcement Discretion Enforcement Discretion Post-Enforcement Discretion

Test to international Retest to
standard acceptable method

Figure 3




Excerpt
ligelag
letter:

In addition, we are expanding the enforcement discretion to accept the use of the adult-
resecuring data (16 CFR § 1700.20(d)(2)) as the basis for determining whether a package meets
the child-resistant requirements to reduce the total number of children needed for testing.

Answers to potential questions regarding application of the adult-resecuring test for determining
child-resistance acceptance, as well as other aspects of the enforcement discretion, are attached.

* Prior to this enforcement discretion:

« Resecure = SAUE + Child Panel

- Adult-tested bottles were tested by children to ensure the
cap was put on properly.

- A supporting child panel was also conducted.

» During enforcement discrefion:

« Testing to ISO 8317 does not require a resecure test. The
packages closed by seniors are “verified” by the tester.

» The child panelis a traditional ISO child panel.




Excerpt
from Adult-Resecuring Test

letter: Question: When should the adult-resecuring test be recommended?

Answer: When an objective determination (e.g. visual or mechanical) cannot be made

establishing that a reclosable package is properly resecured after the senior-adult test (16 CFR §
1700.20(a)(3)), or the younger-adult test (16 CFR § 1700.20(a)(4)), then we recommend that the
package be retested with children, following the adult-resecuring procedure set forth in 16 CFR §
1700.20(d)(2).

« Same as before...




Question: During the enforcement discretion period, can the criteria from the adult-resecuring

Excerpt
from test be used to determine whether the package meets the child-resistant requirements instead of

letter: conducting a separate child-test procedure (16 CFR § 1700.20(a)(2))?
Answer: Yes. To reduce the total number of children required to test the package, the Office of
Compliance will accept an adult-resecuring test as the basis for determining whether the
packaging meets the child-resistant packaging requirements during the enforcement discretion
period. The procedures of the adult-resecuring test state that children are to be tested according
to the child-test procedures.

W h O T e If festing is conducted to 16 CFR, the SAUE test is

dOeS '|'h|s calculated as usual.

« An additional supporting child panel is not

meane needed.

* The children tested as part of the SAUE are used to
determined the child panel passing rates.



[alijle] M Review
call Set up form

Steps to
prepare for
festing

Package preparation
Testers briefed

Update
Monitor

Report
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Thank you for i i protocol testing.
are acoredited 2 I ¥ he U5 standard)

Contact for updates | Company:
& report:
Email Address/Phons:

ontact info

3+ if same as above

pockages were :

prepared for testing: 2+ if same as above
Describe all

procedures for

preparing the test

pockages (including

if the packages lifetime use.
were cycled™):

et e Test type & details

The repart m tainer. we will apply the
caps at the

The full form is available in the document section on
ChildResistant.com/ready-to-start/



you need to meet other requirements, please check
the box [we are occredited to test fo oll standards).

COMPOMNENT A COMPONENT B (o5 nesded)
[i.e., botte, container, card, etc.) li.e., cap, attoched outer baox, efc)

Package identification

(Wonsociwer ||
[Moterioig Color | |
[CodeNumber | |
(othomber | |
ling

Sealing
Method /Temp: Metho

Drowing/Ref
Numbers/Other

of items to send to Great Lakes Marketing: (Great Lakes Marketin
]

foarm [emazil this to us and encl inthe box
Packages efully packe damage in transit)

°
& memo detailing the placebo included] (due to allergies food should not be used)
Opening directions (that match the final directions) {if not on the package they can be on pErate page using e ‘ I S

the same size, font, etc.)
CR properties for the expected life of the package. ¥ou will need documentation that
this requirement has been met (or packs
vou will receive:
an email when your pack
An email confirming we & everything we need and can start testing
during the testing (about 2 to 3 times 3 wesk)
A full report | nd FDF on & fla
& certificate of Conformity templats (that you may se to publish on your company website]

If you would like your samples returned, please provide your FedSx or UPS #, othery your samples will b= destroyed:

FedEx #: UPs #:

If yozu would like your package certified (per 150 17065), please check this box O and we will s2nd the Certification P ro < : e S S
Packet i ion offers | benafits, such as 2 sea i your marketing materizls, & listing on

The full form is available in the document section on
ChildResistant.com/ready-to-start/




(c

Or ask me for one
and | will send it to

\gﬂJU.

hildResistant.com

~

Comparison Chart

Child Resistant Packoging Standards

GREAT LAKES

Thls charf shows vadances among standards far child reslsfont pockeging. The vorlonces Isfed below arg bosed an the Inferprefafion of Greaf Lokes Markefing.

¥ nix v ces st bafh 18CFR1700; fallow 1SCFR1700. It ks obways wiza fo check with Fhe owtharizing ogency If quasiions orlse or the pockoge Is g raw i
M.ﬂRl{E TI NG deslgn. These notes ore for child resisiont profocol BesSing only. Savaeral othar standards apply for child resishan® packages [Le., durobdly, markings, leakage, T o
K -_'_ | o H . j compoihlify, efc ) - ‘
Hame 16 CFR 1700 C5A Z76.1 - 16 40 CFR 157 ASTM F2517 - 17 150 8317-15 150 14375:2018 | EN 862:2000-02
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Eelated | Commimin [OFSC] [ ghan [La®l] Frotection Sy (EPAY) Tasting farariak JRSTH) Cgan atios JE0ED) Oganiratios 50| St redardizat] s fEM|
Organizodion | authorty by the PR
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Frep and Fackage
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kg b Vsl
AT00I0 AN ] ey 1
rawalant hastune of the package
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A1 A, Mamper eadest

it il § are ez,

A1 a] Al pechkagis shall
curfding plaorbo.
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antachad dowrs.
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o lor tha Swler el conliiser
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Lt ara spmeccTiad.

53 Packagas Noe w5 chikd panal
skl shall b unprinted Eadh
sdrmahbe pachape el ba
chrchind Mo gy balore T
maril i oordhctind . Thare el b
il bt 20 uni? s Bee wich
ehild ared adun

4.3 Packagas Nos w5 child panal
skl shall b unprinted Eadh
sdrmahe pachage sl b
charchind T imbigry balore
Rl

J

Defintilom | child je.
T A1 bor 200 chikd panal L5 31 Auhasirions kg 451 Carfral ledibonbesingis | 3300 For sedorilia] peseds, 5421 Wacsadis el B 4321 Wacsadin s b
® I Tross asy b o 40 2 4 chidren frem seach ot of 160FRD N0 20, a besaand. ark b s 300 e e can e e e 2w b Lhara shall o T e b thara shall
o 308 A4 ot 405 45-4E Y- rreenih e (4343, 4445 424 Serre i ABCFRITO0 ik lind; i Figgomni Tained 3. Lo i1 D  wnininka birbwasin Lo i1 (onii? & weininhn birbwanin
rmrorith; 3040051 =anithi =gthi, al ) 454, Chidisedd Peoie by | 442 oo i wieed e e | sasts. Pacerital or puardian Suts. Farwntal or puandian
o G ssahin'l e calio withis | ® SE0R of Gy g group res ot v it o o e ther | S o i pasl, s carciit dall b ot nad cnrnrtt dball b abi raed
S0P i narch o R Lhe i g 1w T Agqud out.” i iria bl Vhuand B o ba beforw tha chid & used és par bafasn tha child b used is @ pant
B $1.1 For dequestal parel jfor il bivarid b v barboaan B | ol o Dl jircdp. oo M Ll g,
= 3E teted by arry ore tester | childd psed ey that (s sl gt Buula. 5327 Teit parsonsud sheud 4327 Teit parson sl sheuid
# Pl T = iof bascs 2 g of 4 rasrcar g el 443 Tt sl i S drrg sawl tha aite Seheosrad dnd sawl thv aite Swedhorissrad dnd
sanbid par el ot b of B o rrwa= ol 30 el e usd g leecamins whire child B relisid: | Bicose kadan 16 e chidran. | Bidose kaown 1o e childrin.
dillinast ASTH Lypin i i i Figuine I ar wirtef 3 aiti is rndenl. | A2 Ewclue childean imushed 4.3.2.1 Esclude childran
Child Panzl (o™ { [ —1
Comp-nsifion’ accidant. pununing stk
Stardards
T INa ey Uk Frgars 1; G137 DeeFpunn TX 3] Wilveg Fogsm 1; rara = & 50 4.4 D Fgure I, smimum al 3317 e Fpunn TR T, AT e FgunnIX T, 41T g P TR T,
Sequerntiol Tesfing e af SO0 childnan. e af 30 childnan childran S0 chil deemn. e of 320 childnan. e of 320 childnan e af 30 childnan

W= 3-11-20

1. GREAT LAKES MARKETING RESEARCH




Certification Body

CERTIFIED
CHILDRESISTANT.COM
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Stay
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NATIONAIL Share the
POISOIN messages of
PREVENTION National Poison
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Questions/Commentse

LORI MITCHELL DIXON, PHD

419.534.4710
[Dixon@GILM.com
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