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U.S. CONSUMER PRODUCT SAFETY COMMISSION
' WASHINGTON, DC 20207

CGFFICE OF THE GENERAL COUNSEL Stephen Lemberg
: : . : Assistamt General Counsel

Tel: 301-504-7630

E-Mail: siémberg@epse.gov

i

" May 27, 2003

Mr. Peter G. Mayberry

Executive Director S
Healthcare Compliance Packaging Council
252 N. Washington Street = -

Falls Church, Virginia- 22046 .

DearMr. Mayberry:

The requests i your lettér to the Secretary of March 17, 2003 and the supplemental
information provided in your lettér fo me-of May 5, 2003 have been reviewed to determine - _
whether the requests and supporting information meet Commission requirements for docketing- -
as petitions for rulemaking. 16 CFR part 1051. The requests are as follows:" :

¢ ' The definition of test faﬂu:e for unit dose packaging [at 16 CFR 1700.20(a)'(2)(ii)], ‘
- should be an objective standard, i.e., "any child who opens or gains access to ]
7.7 more than 8 individual units during the full 10 minutes of testing.”

o Allow type testing for wnit dose packaging under the [CPSC child resistance
testing] protocol. - - : : '

Your first request has been docketed by the Office of the General Counsel as petition for
rulemaking number PP 03-1 under the Poison Prevention Packaging Act (PPPA). Accordingly, -
the Commission will proceed to address it in accordance with the CPSC regulations, copy
enclosed, governing consideration of petitions for rulemaking. 16 CFR part 1051.

- Your second request has not been docketed as a petition for rulemaking because
the current CPSC reguiations implementing the PPPA. do not restrict a company from relying on
child resistance test data generated by the package manufacturer or from testing of similar
packaging for a different substance. For this reason, your second request and the information

CPSC Hotline: 1-800-638-CPSC(2772) % CPSC's Web Site: hitp:/Awww.cpsc.gov - -
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provided in support of it do nét set forth facts that establish a claim, as required by 16 CFR
1051.5(a)(4), that an amendment to the rule in question is NECEssary.

If you desire to make another submission to the CPSC requesting action on your second
request, please address the issue raised in this letter. Any such subsequent subraission will be
considered accordingly under the PPPA and the Commission’s rules for docketing of petitions for
rulemaking. |

" Enclosure
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TEIS DATA CURRENT AS OF THE FEDERAL REGISTER DATED MAY 22, 20ﬁ3

16 CFR
Commercial Practices
. CHAPTERII
CONSUMER PRODUCT SAFETY COMMISSION

SUBCHAPTER A — GENERAL

'+ PART 1051 —PROCEDURE FOR PETITIONING FOR RULEMAKING

.Sec.
1051.1 Scope
. General. |
1‘051‘.3 Place of filing. -
051:4° Time of filing..
051.5: Requirements and recomméndations for petitions.
1051.6 Documents not considered peuuons
1051.7 Statemnent in support of or i opposition to petitions; Duty of petltloners to remain apprised of developmcms
regardmg petitions.. _
1051.8" ‘Public hearings on petitions. '
1051.9 Factors the Commission conslders in granhng o1 denying petitions.
105110 Granting petitions.
1031.11  Denial of petitions.

~?F ?E’

Authority: 5 U.S.C. 553(6), 5 U.S.C. 555(e).

Source; 48 FR 57123; Dec. 28, 1-983, unless otherwise noted.

- [TOP]

' §1051.1 " Scope.
(2) This part establishes procedures for the submission and disposition of petitions for the issnance,
amendment or revocation of rules under the Consumer Product Safety Act (CPSA) (15 U.S.C. 2051 et

seq.) or other statutes administered by the Consumer Product Safety Commission.

-(b) Persons filing petitions for rulemaking shall follow as closely as possible the requirements and are
encouraged to follow as closely as possible the recemmendations for filing petitions under §1051.5.

http://ecfrl access gpo.gov/otegi/ctr/otfilter coi?DB=3&SORTBY=%42%40944224330,5 03 1772007
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{c) Petitions regarding products regulated under the Federal Hazardous Substances Act (FHSA) (15
U.S.C. 1261 et seq.) are governed by existing Commission procedures at 16 CFR 1500.82. Petitions
regarding the exemption of products regulated under the Poison Prevention Packaging Act of 1970
{PPPA) (15 U.S.C. 1471 et seq.) are governed by existing Commission procedures at 16 CFR part 1702.
In addition, however, persons filing such petitions shall follow the requirements and are encouraged to
follow the recommendations for filing petitions as set forth 1o §1051.5.

[48FR 57123, Dec. 28, 1985 as amended at 64 FR 48704, Sept. §, 1999]

"} TOP
§1051 2 Genera].

(a.) Any person may file with the Comrmission apetttlon requestmg the Commission to begm a
proceeding to issue, amend or revoke a regulation under any of the statutes it administers.

(b) A petition. which addresses a.risk of injury associated with a product which could be eliminated or
reduced to a sufficient extent by action taken under the Federal Hazardous Substances Act, the Poison
Prevention Packaging Act of 1970; or the Flammable Fabrics Act may be considered by the -

- Commission under those Acts. However; if the Commission finds by rule, in accordance mth section 30
(d) of the CPSA, as‘amended by Public Law: 94-284, that it is in the-public interest to regulate such risk
of mjury under the CPSA, it may do so. Upon determination by the Office of the General Counsel that a
petition should be considered under one:ofthese acts.rather than the CESA, the Office of the Secretary
shall docket and process the petition under the appropriate act and inform the petitioner of this: -
determination. Such docketing; however; shall not preclude the Commission from proceedmg to regulate
the productunder the CPSA aﬁer makmg the necessary ﬁndmgs '

'[TOP; - - | -
§16513 Place of filing. - o -

A pétition should be mailed to: Office of the Secretary, Consumer Product Safety Commsszon,
- Washington, DC 20207. Persons wishing to file a petition in person may do so in the Office of the
~~Secretary, at 4330 East West Highway, Bethesda, Maryland.

[48 FR 57123, Dec. 28, 1983, as amended at 62 FR 46667, Sept. 4, 1997]

[TOP]
§1051.4 Time of filing.

For purposes of computing time periods under this part, a petition shall be considered filed when time-

date stamped by the Office of the Secretary. A document is time-date stamped when it is received m the
Office of the Secretary

[TOP]

§1051.5 Reqmrements and recommendatmns for petitions.

- -

http://ecfr].access.gpo.goviotegi/ciT/otfilter cgi?DB=3&SORTBY=%42%49%042%53%3... 03 27 2002
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(a) Reguirements. To be considered a petition under this pazf”r any request to issue, amend or revoke a
rule shall meet the reqmrements of this paragraph (a). A petition shall

(1) Be written in the English language;
2) Contam the name and address of the petiticner;

(3) Indicate the product {or products) regulated under the Consumer Product Safety Act or other statite
the Commission administers for which a rule is sought or for which there is an existing rule sought to be.
modified or revoked. (If the petition regards a procedural or other rule not involving a specific product,
the type of rule involved must be indicated.)

(4) Set forth facts which establish the claim that the issuance, amendment, or revocation of the rule is
necessary (for example, such facts may include personal experience; medical, engineering or injury data;
~ or aresearch study) and

(5) Contain am explicit request to initiate Coxmmssmn rulemak:mg and set forth a brief description of the
substance of the proposed rule or amendment or revocation thereof which it is claimed should be issued
by the Commissiom (A general request for regulatory action which does not reasonably specify the fype -
of action requested shall not be sufficient for purposes of this subsecuon.)

(b) Recommendanons The Comms510n encourages the submlssmn of as much mformatlon as possible
related to the petition. Thus, to assist the Commission in its evaluation of a petition, to the extent the
informatiorris known and available to the petitioner; the petitioneris-encouraged to supply-the following
informiation or any other information relating to the petition. The petition will be considered by the
Commission even if the petitioneris unable to supply the information recommended in this paragraph
(b) However as apphcable and'to the extent poss1b1e the petmonerls encouraged to: ~

(1) Desonbe the. speclﬁc risk(s) of injury to Whlch the petmon is addressed, including the degree
(severity) and the nature of the risk(s) of injury associated with the product and possible reasous for the
existence of the risk of injury (for example product defect, poor de51gn, faulty workmansblp, or
intentional or unmtenﬁonal misuse);

(2) State why a consumer product sa.fety standard would not be feasible if the petition requests the
issuance of a rule declaring the product to be a banned hazardous product; and _

(3) Suppiy or reference any known documentation, engineering studies, technical studies, reports of
injuries, medical findings, legal analyses, economic analyses and envu'onmental lmpact analyses relating
to the petition. :

(¢) Procedural recommendations. The following are procedural recommendations to help the
Commission in its consideration of petitions. The Commlssmn requests, but does not require, that a
petmon ﬁled under this part: -

(1) Be typewntten,

(2) Include the word "petition” in a heading preceding the text,

(3 Spemfy what sect1on of the statute admunstered by the Commission authorizes the requested
rulemaking,

- -

http://ecfri.access.gpo.zoviotegi/cfr/otfiiter.cgi?DB= J&SORTBV*% 120449954294553%5... 03272003
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(4) Include the telephone number of the petitioner, and

(5) Be accompanied by at least five (5) copies of the petition.

[TOP] _

§1051.6 Documents not considered petitions.

(2) A document filed with the Commission which addresses a topic or invoives a product outside the
jumisdiction of the Commission will not be considered to be a petition. After consultation with the Office
of the General Counsel, the Office of the Secretary, if appropriate, will forward to the appropnate
agency documents which address products or topics within the jurisdiction of other agencies. The Office
of the Secretary shall notify the sender of the document that it has been forwarded to the appropriate
agency , ‘

(b) Any other documents filed with the Office of the Secretary that are determined by the Office of the
General Counsel not to be petitions shall be evaluated for possible staff action. The Office of the
General Counsel shall notify the writer of the manmer in which the Commission staffis freating the
document. If the writer has indicated an intention to petition the Commission, the Office of the General
Counsel shall mform the writer of the procedure to be followed. for petmomng -

o

ITOP] , : -
- §1051.7 Statement in support of or in opposmon to petmons,-])nty of petitmners to remain
: appnsed of developments regarding petitions. ‘

(a) Any person may ﬁle a statemnent with the Office of the Secretary in support of or in opposition to a
petition prior to Commission action on the petition: Persons submitting statements in opposition to a
petxuon are encouraged to prowde coples of such statements to-the petitioner. :

i (b) 1t is the duty of the petitioner, or any person submn'ung a statement in support of or in opposmon to
a petition, to keep himself or herself apprised of developments regarding the petition. Information
regarding the staIus of petitions is avaﬂabie from the Office of the Secretary of the Commlsmon.

(c) The Office of the Secretary shall send to the petl‘uoner a copy of the staff briefing package on hls or
her petition at the same tnne the package is transmitted to the Commissioners for decision.

[TOP]
§1051.8 Public hearings on petitions.

(a) The Commission may hoid_a puhlic hearing or may conduct such investigation or proceeding,
including a public meeting, as it deems appropriate to determine whether a petition should be granted.

(b) If the Commission decides that a public hearing on a petition, or any portion thereof, would
contribute to its determination of whether to grant or deny the petition, it shall publish in the FEDERAL
REGISTER a notice of a hearing on the petition and invite interested persons to submit their views
through an oral or written presentation or both. The hearings shall be informal, nonadversary
legislative-type proceedings in accordance with 16 CFR part 1052. -

- -

http://ectrl.access.gpo.zav/ategi/cti/otlilter cgi?DR=3&SORTB Y=%42%40°%4420453% 5., 03 272702
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[TCFP]

§1051.9 Factors the Commission considers in granting or denying petitions.

(2) The major factors the Commission considers in deciding whether to grant or deny a petition
regarding a product include the following items:

(1)_ Whether the product involved presents an unreasonable risk of injury.
(2) Whether a rule is reasonably necessafy to eliminate or reduce the risk of mjury.

(3) Whether failure of the Commission to initiate the rulemaking proceedjng requested would
unreasonably expose the petitioner or other consumers to the risk of njury which the peuuoner alleges
is presented by the product.

(4) Whether m the case of a petition to declare a consumer product a "banned hazardous product” under
section 8 of the CPSA, the product is being or will be distributed in commerce and whether a feasible
conswmer product safety standard would adequately protect the public from the lmreasonable risk of
injury associated with such product. ) .

(b) In considering these factors,_the Commission will treat as an important component of each one the
relative priority of the risk of injury associated with the product about which: the petition has been filed
and the Commission's resources availabie for rulemaking activities with respect to that risk of injury.
The CPSC Policy on Establishing Priorities for Commission Actlon, 16 CFR 1009:8, sets forth the
criteria upon which Commission priorities are based.

.

[TOP]
§1051 10 Grantmg petitions.

(a) The Commission shall either grant or deny a petition within a reasonable time after it is filed, taking
into account the resources available for processing the petition. The Commission may also grant a
petition in part or deny it In part. If the Commission grants a petition, it shall begin proceedings to issue,
-amend or revoke the rule under the appropriate provmmns of the statutes under its administration. '
“Beginning a proceeding means taking the first step in the rulemaking process (issuance of an advance
notice of proposed rulemaking or a notice of proposed rulemakmg, whichever is apphcable)

.(b) Granting a petition and beginning a proceedmg does not necessarily mean that the Commission will

issue, amend or revoke the rule as requested in the petition. The Commission must thike a final decision

" as to the issuance, amendment, or revocation of a rule on the basis of all available relevant information

developed in the course of the rulemaking proceeding. Should later information indicate that the action
1s unwarranted or not necessary, the Comimission may terminate the proceeding.

[Top} .
§1051.11 Denial of petitions.

(a) If the Commission denies a petition it shall promptly noti‘fy the petitioner in writing of its reasons for
such denial as required by the Administrative Procedure Act, 5 U.S.C. 555(¢g).. o

- -

http://ecfrl.access.gpo.goviotegi/cir/otiitter.cgi?DB=3&SORTR Y="442944099429%53%5... 03 272002
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(b) If the Commission denies a petition, the petitioner (or another party) can refile the petition if the
party can demonstrate that new or changed circumstances or additional information justify
reconsideration by the Commission.

(¢) A Comzussion denial of a petition shall not preclude the Commission fom continuing to comsider
matters raised in the petition. '

- -

hitn://ecfrl access.gpo.gov/otcgi/cir/otfilter.cgi?DB=3&SORTBY=%42%49%42%53%5 03.27/20403
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May 5, 2003 .

VIA FACSIMILE: 301/504-0403

Stephen Lemberg

Assistant General Counsel |

Office of the General Counsel o - .
U.S, Consumer Product Safety Commission

Washington, D.C. 20207

Dear Mr. Lemberg:

Thank you for your letter of April 25, 20063 asking for additional information on two issues
raised by the Healthcare Compliance Packaging Council’s petition of March 17. Specifically,
you have asked for clarification on the following points:

1) *...the HCPC requests that the Commission eliminate the first criterion related to the
toxicity of the substance to be packaged and allow a unit dose packaging failure to consist
solely of a child gaining access to more than eight individual doses. Because sucha
change seems to decouple the definition of a child resistance test failure from
consideration of the toxicity of a particular substance to be packaged it raay not be
allowable under the PPPA.” ~ ' '

On this point you further note that the HCPC’s request for a numeérical pass/fail criteria for
unit dose formats could be precluded “,..because of the apparent requirement of the PPPA
that the Commission eonsider the toxicity of the specific substance at issue in establishing

a special packaging requirement.” ' '

. 2) “The current CPSC regulation does not require a company to test, or preclude a company
from relying on test data generated by the package manufacturer or from testing of similar

packaging. Thus, the second change requested by the HCPC would seem to be
unnecessary.” '

Following are the HCPC’s detailed responses to the points raised in your letter of April 25, 2003:

252 N. Waghington Street
Falls Church, Virginia 22046
{P) 703/538-4030
(F) 703/538-6305
{E) pgamayberry@aoi.com
www.aanitdese.org
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1. The PPPA. Toxicity, and 16 CFR 1700.20

i ard to toxicity issues, the PPPA requires CPSC to consider toxicity in
detemni?lvi;t;iflither a particglar substance requires special packaging. I?ut the PPPA df)e(s1 aot
require the subjective, zero-tolerance standard 1:hat 16 CFR 1700.2[: appl}e:s solety to umit-dose
packaging. The PPPA not only permits the action sought in I—IC_PC. s petition, but Coz(ligr}t:sts
specifically anticipated it. Indeed, Congress @rectcd the 'Cfnmm1ss;on to set a standard tha
would make the packaging “...significaptly difficult for ch_.ﬂdren undgr ﬁ've_years of age to open

~ or obtain a toxic or harmful amount of the substance contained therein within a rcasoguabie tune
and not difficult for normal adults to use properly, but does not mean packaging n-:kzc{t’ all such
children cannot open or obtain a toxic or harmful amount within a reasonable time.
(Emphasis added).

The implication that removing the subjective element of the test..protocol for unit-dose
packaging will sormehow reduce the level of consumer safety is contradicted by the-ewdcnce -
 including CPSC’s own data — outlined in HCPC’s petition. Te the contrary, removing the
. subjective slement of the test protocol for unit dose closures will enhance consumer safety by
- making its more practicable for drug manufacturers to utilize this safer type of CR packaging.

Moreover, while it is clear that the PPPA grants CPSC authority to determine which
household substances must be shipped from the manufacturer in special packaging, the Act does
not specify that this determination be based on the amount of product that a child ingests. On the
contrary, the only time the PPPA speaks to the issue of quantity is in Section 1472 (d) when
Congress specified that:

Nothing in this Act shall éuthoﬂzc the Commission to pr&scribc specific packaging
designs, product content, package quantity, or, with the exception of authority granted in
section 1473(a}(2) of this title, labeling: (Emphasis added)

Indeed it is counter intuitive — and not in keeping with the legislative intent of the PPPA.
~ 1o say that a unit dose format is not child resistant if children can gain access to a single unit
(shonld that be the amount an individual manufacturer — not CPSC, not even another
manufacturer of a product with the same active ingredient — determines to be capable of causing
serious persona) injury or serious illness to a small child), but then allow 30, 60, 90, 500, or
1,000 dosage units of the same product to be dispensed into households in a format that allows
children instant access to the entire contents of the package should the CR cap not be properly
replaced, or replaced ‘at all, each and every time the product is accessed by an adult Tt'is stoply
incongruous for CPSC to maintain a subjective and diseriminatory zerc-tolerance standard for
unit dose packaging, while allowing the exact same substances to be. packaged in cap-and-vial
closures, which CPSC knows through its own data allows children to access much greater

quantities of the substances because the cap is often left off, or not properly replaced, by
COnSUIMers.
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- Also, as noted in our petition, the provision that we have asked to be altered does not
relate to toxicity per se. Rather, it places unique requirements on manufacturers who wish fo
use one type of packaging (unit formats) instead of aniother. Specifically, as outlined in our
petition, we are seeking to change a provision contained under 16 CFR 1700.20 that uniguely
‘requires manufacturers who wish to use unit formats to: 1) determine the number of individual
units that “...may produce serious injury or serious:illness,” then 2) fortify the package to a
point where children cannot open or gain access to this amount of product during protocol
testing.

This “serious personal injutry or serious illness™ standard that applies solely to unit dose
formats is far more vague, subjective, and stringent than the pass/fail standard which applies to
other packaging formats, and ignores CPSC’s responsibility under the PPPA to sequire special
packaging only for substances which “the degree or nature of the hazard to children.. by reason
of jts packaging, is such that special packaging is required to protect children from serious
personal injury or serious illness result from handling, using, or ingesting such substance.”

HCPC recognizes that the Commission cannot as a practical matter offer dcfinitive
guidance regarding the exact number of individual units that could be expected to cause serious
personal injury or serious iliness to a small child for each Rx, OTC-switched, and OTC drug
product required to be shipped in special packaging. Yet, the current test pretocol puts the onus
on drug manufacturers to do so only when they elect to use unit dose formats. Because of
product liability and other cost concerns, this system has led drug manufacturers fo follow the
path of least resistance — i.¢., opting for less safe cap-and-vial closures. :

Absent definitive gmdance from CPSC, therefore, the objective pass/fail cntena |
requested by the HCP(C’s petition is warrantcd '

II. The Necessity/Benefits of Tyne Testing

In your letter of April 25, you questioned the necessity of the HCPC’s petition request for
type testing. Specifically, you noted that “The current CPSC regulation does not require a
company to test, or preclude a company from relying on test data generated by the package
manufacturer or from testing of similar packaging,”

CPSC regulations do require that certain household substances — including virtually ali
Rx and OTC-gwitched drug products, as well as a number of OTC drug products — be packaged
in formats that comply with 16 CFR 1700-1750, and the only way for a manufacturer to ensure
~ that their packaging does comply is through protocol testing, This is especially true with unit
formats due to the subjective pass/fail criteria contained under 16 CFR 1700.20.
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Although CPSC regulations may not require protocol testing, CPSC certainly has the
“legal authority, and the enforcement capabilities, to ensure that non-complying packages are
kept off the market.

* Similarly, although CPSC regulations do not preclude a company from relying on test
data generated by the packaging manufacturer is not reflective of standard industry practice, the
practical reality is that the objective standard for cap-and-vial closures has led to a general
acceptance of type testing for that type of CR packaging. Conversely, the subjective standard
of 16 CFR 1700.20 makes it unpractlcal for manufacturers to utilize type testing for unit-dose

packaging.

This point was well articuiated during 2 roundtabic discussion published in the June 2001
edition of Pharmaceutical & Medical Packaging News' in which a panel of packaging
professionals was asked whether they would rely on protocol test data from a vendor who had
developed a unit-dose package format, put it through the CPSC protocel, and offered it for sale
to drug manufacturers as being comphant with 16 CFR 1700 1750. In response to this
scenatio, the followmg answers were giver:

John Bitner (Manager of Packaging Design and Development, Pharmacia): “Vendor
testing docsn’t do us much good. We still have to test our packages‘ ‘When a vendor
comes to us witha ch11d-res1 stant package that’s passed with a given tablet, test protocol
and regimen, we still have to test it.”

Arthur Jaeger (Director of Packagmc Developmcnt Merck & Company, Inc.): “Suppher
test results provide very useful information whenever we are developing new packages. -
However, the ultimate responsibility for emunng package performance in the .
marketplace rests with the manufacturer.”

Bruce Cohen (Director, Packaging Technology, GlaxoSmithKline): “In some cases, we
have found that even when using the same bottle with different closure suppliers and the
same liners, we get different results [from those provided by the vendor].”

Clearly, these industry professionals would not allow their products to be released into
the market without conducting a protocol test first, no matter what is actually required under
current CPSC regulations. What the HCPC is asking for, therefore, is some means of ensuring
that packaging which has successfully passed protocol not have to be re-tested, Perhaps this
does not need a formal alteration of existing regulations. It may, in fact, be achieved through:
1) a policy statement from the Commission; 2) publication of a list of acceptable formats by the

- Commission; and/or 3) indication from the Commission that enforcement discretion will be
exercised if packaging is uscd that has successfully passed CPSC’s protocol.

' Copy attached -
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Please also note that the primary purpose of the HCPC’s petmOn request for fype testing
“is to minimize the muraber of small children who are subjected to protocol testing annually. To
the HCPC, this goal aione makes our request necessary — especially considering that thousands
of children are subjected to protocol testing each year, often to evaluate packages with CR
features that have been on the market for decades.

It is my hope that this is a thorough and adequate ;‘%pohsc to the issues you raised in
your letter. Please feel free to contact me should you have any questions or need additional
information.

Thank you.

| Sincérely, . .
/.;—-/%

Peter G. Mayb
Executive Director

Enclosure

May. 08 2003 83: 44pm

Pa
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How importsnt is child-resistant
packaging to you when you select
patKaging materials?

Cohen: Certainly for solid-dose formu-
lations, child-resistant packaging is pan
of the decision, It really depends upon
the toxicity level of the product and
how the package is going to be present-
ed 1o the markatplace, If the product is
going 0 be a unit of dispense, then we
have to take into consideration every-
thing that’s required for child resistance

for that particular drug. If il has option~

al pack or linc extensions that make it a

pharmacy dispensing pack, then child

resistance falls away at that point.

Is child-rasistant packaging an issue
that first comes up in clinical trials?

Cohen: When we get into the end of
Phase 11 and the beginning of Phase 71T
clinicals, we want to narrow down the
packs that marketing has in mind for
the product. We try to usc the final
marketed pack for Phase II], if it's a
package that we can get at that point, If
not, child-resistant packaging probably
wouldn’t show up until the launch.

Bitner: We try to get materials into
ICH stability testing that we perccive
will be useful for child-resistant pack-
aging, even though we have additional
development time beyond ICH.

Vega Feliciano: One of the things we
<onsider is cost. We need to be very
aware of cost in the over-the-dounter
{OTC) market because our margins are
smaller.

Mayberry: When a product goes from
prescription to OTC status, it doesn't
necessarily have to be packaged in a
child-resistant formar. CPSC evaluates
cach of those drugs casc by cgse, Bur
last year CPSC proposed 4 rule that
would automalically require a child-
resistant format for what it refers to as
OTC-switched drugs. It accepted public
comment on that proposal through
Novemberl, and now it’s deciding wiiat
to do based on those comments.

fune 2007 Pharmaceutical &

Fax NO

743 S38 63@S

Did anyone here file any comihcms
with the CPSC?

Mayberry: HCPC and the Consumer
Healthearc Products Association both
did. There were two other comments as
well—one from a group of students in
Florida and another comment from a
private citizen,

May. @8 2083 03:448M

Does anyone else here have anv reac-
tion to that CPSC proposal?

Cohen: The proposal wouid put more

pressure on both the manufzciurers of

the components as well as the manufac-
wrers of the drug to reduce costs as
preducts mave 10 OTC starus.

: Medical Packaging News » pmpnews.com

Press

See us at WestPack 2001, Booth 4438
www.tradimex.com email: info®tradimex.com
439 South 1325 West. » Orem, Utah 84058
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Would it delay OTC product launches”

Jaeger: [f products will be packaged in
bottdes, the proposal is probably sot a
big deal. However, if you start going
into flexibles, you've got other issues:
what the toxicity levels are, what the
opening features look like, which
patients . will use the package, and how
difficult will the package be to open.

What packages are best at meeting
child-resistance requirements?
.

Bitner: It depends upon the toxicity of
the product. the maricet we're aiming
for, and the regimen of the mecdication.
If you're looking at a regimen of three
tablets a day, for instance, for a chronic
condition, then it's going to be very dif-
ficult 1o.get that product into a blister. It
would be much better off in a bottle.

Mayberry: There’s a quirk in the regu-
lation regarding toxiciry and blisters,
Under the pratocol, if you're using a
bottle, it a failure if the child gets the
top off, regardless of the quantity. There
could be 100 tablets in the bottle. When
you us¢ unit-dose packaging, such as a
plister. there is an s1ght-pill standard, so
il during the test children open or gain
access (0 eight tablets in the blister orto
an amount that would caunse seriocus ill-
ness or serious injury, then that's consid-
ered & failure, But CPSC doesn't define
what the serious illness or serious injury
15, 30 its up to the manufaciurers
detarming the toxicity level Such a con-
sderanon needs o be made for blisters
but not tor botles.

&3

LLC

mtuutlveéasa,po'c&ble. -‘
hard to %ake a bixste

FI ey .

Vega Feliciano: I don't think that its 2
matter of liking one better than the othe
er, it’s a matter of whart is best for your
product. Some products are more suli-
able for blisters; some products are
more suitable for bottles. There are
even some products that will require
a pouch because of some specific
characteristic,

Jaeger: Most market rescarch shows
thar, given the choice, a lot of paticis
seem to prefer bottles—nol because
they’re better or worsce, bur because
they understand them. They’ve seen
push-and-turn caps for so long that they

_cat use them without thinking, How-

ever, the bottle is not always appropriate.

Lang: It also depends upon what mar-
ket you're trying to get into, like OTC
decongestants. Everything on' the ahelf
is in blisters.

Bftoner: Whar we're trying 1o accom-
plish with the child-resistant package is

May.

[0 make ir 25 intuitive as possibie. A f‘d
iI's hard to make a blister infuitive al
high toxicity ievel. When a ;:ﬂlzue
meang that cbildren can access fust ong
tablet, a blister becomes a very difT}
package o present, especialiv te mhm-
tis paiients ot the clderly.

Cohen: On occasion we've sized the
blister with the toxiciry faval in mind 0
inctude as few tablets as possible bu:
stitl meet patient requirements, For
instance, we have one product that has
three tablets in 2 Dlister pack and that is
the sale frem. That particular regimen
of thres might serve a panent for a dav
and 4 hall’ or twe days. depending an
their needs. But because of the toxicity
levels, if a child were 1o ger into ali
three, it wouidn't be harmed.

Jaeger: The access level permitted for
an individual product being packaged
makes a big difference. Tf a product has
2 high allowable access level, vou've
gol 2 lot maore options. You can go with
samething that'’s child resistant but not
nearly as unfriendly to a iot of patienis,
especially elderly patients.

Cohen: There’s a popular pack out on
the market for an antibiotie that market-
ing wanes us to use. But that parucular
product’s toxicity level is nowhere near
what's presented in the package, so
therefore the package is not child resis-
tant. Tt's a nice blister pack. and avery-
body ratks about it, but we can's

necessarily put every product in it
beeause of the higher toxicity levels.
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Mayberry: In the United Kingdom,
there’s effort ro esrablish a child-resis-
tam packaging swandard for nonreclos-
able packaging. The draft standard was
similar 10 the U.S. standard, and they got
more than 300 complaint letters. An
overwhelming majority of the com-
- plaints focused on the issue of determin-
ing toxiciry. Based. on that, the United
-Kingdom is leaning more toward a

" pumerical amount rather than an amount

. derermined by toxicity esting,

Cohen; But what if five is ydur toxicity
Hmit? Then manufacturers are not
2cing 10 use a blister with a count of
eipht unless theyre looking for trouble.

Mayberry: There are products that are

" highly toxic, so you need 1o put them in

4

a count of one, two. or three pills. Then
there are others where a package of 30
is not likely going to cause a problem.
But the vast majority is in a gray area,

Cohen: A1 some point. we heed 10 have
some standard test. ke an ASTM
method. We could put bhisters through
it to ensure that they meet a minimum
requirement and are therefore deemed

«child resistant, rather than spend all the

tirme and effort that all of us do in look-

| ing at a group of children who varies by

location and ability. If you go 10 one
test fab. test your pack, and get a fail-
ure. and then you go to a second test
lab. st the same pack. and get a pass,
where does thar lead you? To a third
test somewhere else to ry w get anoth-
er pass. What makes one better than the
other? They're very subjective. We necd

]

MAYBERRY & ASSOCIATES, LL.C

access mor@ﬂnrfs when ?
carcumven‘tmg a child: resz ari
cb&neonabmﬂaﬁ '

Peter Ma

executive
Packaging Council (Falls C'hu h,

FAX NG,

berry

irector, He

Vv
thme ?

somne type of reproducible, mechanical,

electronic, standard test.

Mayberry: John and [ are bath on the
ASTM subcommittee D10.3] regarding
child-resistant packaging, and just ear-
Tier this month at a meeting in Phoenix,
it was apparent that ASTM docsn’t
want to look at specific aspects of the
child-resistant packaging testing proto-
col becausc ASTM members doubt that
CPSC will change i1,

Bitner: We've got a protocol that’s
worked for 30 years. We've cur the num-
ber of pharmaceurical-related dcaths
dramaticaily 10 one to two per year.

- Mayberry: Yes, but there are data that

show there are still thousands of poi-
sonings every year supposedly involy-
ing child-resistant closures for bostles
or vials, There have been more than §
million calls to poison prevention cen-
ters over the past 17 years involving
children 6 years old and younger who
ingested preseripnon or OTC drugs, as
documented by the American Associa-
tion of Poison Control Centers.

Bitner: Those calls may be more
prevalent because of education. Patients
know that some of these medications
¢an be poisonous and they know who to
call now. There arc also moce poisen
prevention centers in the country.

Mayberry; We asked CPSC for all its
data from 1983 through October of
2000 regarding accidental exposures to
prescription drugs or OTC drug prod-

783 538 63WS
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ucts by children 6 years old or younger
What we pot back were reams of data.
There were hundreds of instances
where children were sent to the hospital
tecause they supposedly got these
products out of child-resistant botiles,

-and there were 365 dearhs over that

perod of time. Yet, there were 33 docu-
mented cases involving blisters in

which children accessed drugs, and of

those there were only two-~two in 17
years—where child-resistant blisters
were involved.

Bitner: Or documented to be involved.

Mayberry: But when comparing biis-

- ters to bottles, it is evident thart children

access morc units when circumventng
a child-resistant closure, There were 11
instances where children gained access
to between 41 and 50 tabs. Therc atc 5
instances where children gained access
10 between 6] and 75 tabs.

Jaeger: Today there are more once-a-
day products with higher concentra-
tions and higher potcncies: So thers are
a lot of products where accessing just
one or two tablets may be a problem.

How do you feel about child-resistant

blisters currently on the market?

Cohen It depends upon your roxicity.

level and what your marketing folks
want, We use peel-and-push blisters for
most of our child-resistant blister pack-
ages. We've had to put some of our
blisters into & chipboard card in order 1o
increase the complexity and reduce the
number of child apenings.

Bitner: Most arc extremely difficult
for a semior or a debilitated parient
operate. But if you rmake them roo easy,
children are just going to rip them
apart. easily accessing the medication.

Jaeger: There aren’t all that many dif-
ferent types of child-resistant packag-
ing materials to choose from, I'm not
talking about suppliers. IT it's a blister
material, one side needs 1o be backed
with polyester. {f it’s a pouch, you need

pmprews.com » Phaemaceutical & Medical Packaging News lupe 2001
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an adequate thickness of polyester on
the outside, and the rest depends on
die-cutting configuration, graphics, and
opening instructions.

Bitner: You bring up a good point

regarding the number of vendors. There-

aren’t that many vendors out there with
the capability, the intelligence, the
resources, the mentzlity, and the inter-
est to develop programs for us.

Mayberry: Some vendors have gone to
the trouble of designing 3 more intu-
itive package and puring it through the
child-resistant testing protocol them-
selves to cnsure that it’ll pass the proto-
col. They then make it available for
licensing, and then no one picks it up.

-Fortunately, there is one inmitive pack-

age thar requires cognitive ability over
physical strength that bas passcd the
protocol and won HCPC’s Compliance
Package of the Year Award for 2000,

FAX NO, 793 538 6305

Bitner: Vendor testing doesn’t do us
much good. We still have to test our
packages. When a vendor comes to us
with a child-resistant package that’s
passed with a given tablet, test protocol,
and regimen, we still have 1o test it.

Jaeger: Suppler test results provide
very useful information whenever we
are developing new packages, However,

.\ . need a standard-test; fike:
B 25 ASTM methbd?fhat WJ\C

B put blisters t%:ffough to ensure

“that they" facet-a minimur -

requzrenaent and canbef :

\ D Bruce Cohen _
'director, packaging technology,
ClaxoSmithKline (Research Tnang[e :
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the ultimate responsibility for ensurimg
package performance in the market-
place rests with the manufacturer.

Cohen: In some cases, we have found
that even when using the same boule
with different closure suppliers and the
same liner, we get different results.

Bitner; As end-users, we know what
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we want to accomplish, but the vendor

still has the greatest converting technoi-

ogy and the understanding of how those -

materials react, as well as firsthand
knowledge of new developments.

Do you need mere vendor support?

Bitner: Once we have a concept and
engineering designs, we'll do the test-
ine---it’s. our market, it's.our protocol,
it's our focus group. But we need more
experts 16 show how 1o convert materizls
and how 0 make our coneepts realiry.

What are you deing to meet the

ne¢eds of patients who suffer from

. conditions that make it difficult to
open complex packages?

Bitner: A1 Pharmacia, we consult a
-panel of what we call patient partners,
who are pauents suffering from arthri-
tis. Most are registered with the Arthri-
tis Foundation and doctors, so half o
doven of thent can represent hundreds
of patients across the country. We run
different designs by them and design

packages according to their feedback. -

Befors we go to protocol testing, we do
some screening &nd some preliminary
tests with 70- 10 80-year-old people and
patients with arthritis,

Jaeger: More than just CPSC protocol
testing is necded. Protocol testing cer-
tainly meets the regulation, but it does
not ahvays give you the informartion
vou need 10 ensure your package will
be well recetved in the marketplac

&4

Bitner: if a vendor comes to us and

says it passed the CPSC protocol, that’s
not all that is necessary. We can pass
the protocol with any number of differ-
ent packages. Butthat doesn’t necessar-

ity mean that 2 patient or consumer is -
* going 10 use that package in the home.

Lang: You also nced to put clear, con-
cise instructions regarding opening fea-
tures on the package in short bullet
points so seninrs know how to open it.

Are you leery of using a blister?

Mayberryt: Manufacturers don’t wang
to market products that aren’t going to

" be popularly received, and a blister is

likely going to be more difficult to
open than a bottle, unless tremendous
forethought is given to its design.

How d¢ you properly balance child
resistance with senior friendliness 7 .

Mayberry: CPSC's response is you

Y83 538 &3@5

"’You need to pytﬁiea :
' ‘openmo mstm

in short{ tﬁfet pom’rs 50, sen:ors
know héw to opencit” T

Ken Lang :
engineering, strateg:c .-mprovement depart
ment, OTC drugs, 4 Br:stol Myers Sqwbb
(M, Vemon, IND % £

May.

need better packages. John mentioned
garlier that you can engineer packaging
that does not rely on strength as much
as on cognitive abilicy,

Jaeger: ['ve heard some companies say
they’ve resorted to instructing patients
to use scigsors 1o open packages. But
vou shouldn’t need & tool to open the
package.

Cohen: We have several packs on the
market that require scissors to open,
and [ have no complaints that 'm
aware of, as opposed to the blister
packs we have thar frustrate seniors.

Mayberry: Are the scissors-only pack-
ages pouches?

Cohen: A couple of them arc. One
pouch features a tear notch that is an
open, unsealed circle within the pack-
age that you have 10 fold gver

Bitner: Scissors are brutal o an arthri-
tis patient, and you certainly don’t wani
a hemophiliac patient using seissors.
We have a fantastically successful
pouch that has wider heat-seal areas
with big, fold-over areas where the
notch is positioned on the crease so you
can’t raiss it. A target and artows point
the child to an area that is Jaser scored
and cut. Nincty-ning percent of the kids
went right for that score and tore the
opening featire off in the first five sec-
onds of the test, disarming the package.
Trying to do that same thing with a
blister is more challenging.

regar '

\-, e '1
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Are there any innovations that you
think should become standard, like
using squeeze-and-turn closures
instead of push-and-turn ones?

Bitaner; Squeeze-and-turn designs are
one of the most discouraging develop-
ments in the last 30 years. They are not
senior friendly. Arthritis patients have a
lot of trouble with that type of motion.

Cohen: We've looked into squeeze-
and-turn closures for a number of rea-
sons, including the fact that they
eliminate the torque reguirements for
opening. They algo represent & reduc-
tion in price, and there are fewer com.
ponents that will end up jn the trash,
But as John said, people who have diffi-
culty squeezing because of limitations
in their hands or wrists find that they
can open the push-and-turn closures
with the palm of their hand and the top
of & table. There is a new proposed cap
with a one-piece, push-and-turm mecha-
nism that may be a better compto-
mjse—it requires the same force and
the same procedure that most peopic are
used to, but it is a lintle less strenucus,

Mayberry: For the first five years of
HCPC’s existence, I a¢ver heard -about
anythisg novel with biisters—it was all
peel-and-push or notch-and-tear. But
over the past five years, there hag been
an attempt to design better blisters both
child resistant and senior friendly.

What else counld make your job.easier?

Bitner: We need a more formal univer-
sal program of national education about
poisons. Poisonings occur because of
ignorance. FDA responded in a surpris-
ing and disappointing way to iron

tablets, mandating for the first time in |

history that iron tablets abave 2 certain
level have to be in blisters because
theyre dangerous to children, This was
based on a false assumption that blis-
ters are nherently child resistant. If all
partics concerned bad made it better
known that iron can present a poiso-
mous situation, iron wouldn’t have been
left out for children to get into.

65

Mayberry: The protoco! gives con-
sumers 2 false sense of security. In the
data that we got from CPSC there were
seven instances in which children were
given drug products in 2 bottle with a
child-resistant closure as a ratile or toy
because an adult believed that it was
childproof.

May. 98 2083 93:SEPM. P12

Vega Feliciano: CPSC could do 2 beger job
cducating people or: how to use the pack-
age and why it’s important 1o put it away
even though it's considered child resis-
tant. Let’s be aggressive about teaching
people 1o properly use a child-resistan:
package. We need to teach the consumer
that no package is 100% safe, @
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