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UNI TED STATES GOVERNVENT U. S. CONSUMER PRODUCT
SAFETY COMMISSION

VEMORANDUM WASHINGTON, D.C. 20207
12-16-97
TO: Val H Schaeffer, Ph.D., Project Manager, Mnoxidil,

D vision of Health Sciences

THROUGH: Mary Ann Danello, Ph.D., Associate Executive Director
for Epidem ology and Health Sciences _@’)d%—

Marilyn L. Wnd, Ph.D., Director, Division of Healthsyg.)
Sciences, Directorate for Epidemology & Health
Sci ences

FROM Charles WIlbur, Consuner Safety Officer, Division of yw‘
Heal t h Sci ences, (301-504-0477 ex 1204)

SUBJECT: Technical Feasibility, Practicability, and
Appropriateness Determnation for the Proposed Rule to
Requi _ro(la_ ISpeC| al Packaging for Products Containing
m noxi di | .

The attached eval uation sunmarizes the Health Sciences
determnations of technical feasibility, practicability, and
appropriateness for the proposed rule for mnoxidil-containing
househol d products.
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SUMVARY

Epi dem ol ogy and Health Sciences staff concludes that the data
support a finding that special packaging requirements for products
containing mnoxidil are technically feasible (can be produced),
practicable (lends itself to techniques of mass production), and
appropriate (conpatible with the substances contained within the
package), for the follow ng

. 1) Products requiriq%%gontinuous threaded and dropper dispensing
child-resistant packaging (CRP) with an effective date of six-nonths.
Adequate supplies of sentor friendly (SF) continuous threaded and

dropper dispenser CRP are avail able.

~2) Products using a netered finger nechanical sprayer (one with
an optional extender applicator) require an effective date of one year.
The child-resistant _F metered finger nechanical _sprayer nanufacturer
can devel op new or nmodify existin to be SF.  The tine is needed to
update the design and conduct protocol tests. If additional tine is
required to produce comercial quantities, manufacturers can apply for
a stay of enforcenent.

| NTRODUCTI1 ON

To require that all mnoxidil-containing products be packaged in
CRP the Commission nmust find that CRP is:

0 Technically Feasible - Technology exists to produce packaging
conformng to the standards.

0 Practicable - Special packaging conplying with the standards, can
be produced using nodern mass production and assembly line techniques.

o Appropriate - Packaging conplying with the standards, adequately
protects the integrity of the substance and does not interfere with its
I ntended storage or use.

The PPPA stipulates that the effective date shall be no sooner

than 180 days and no nore than one year fromthe date the fina
standard was promul gat ed.
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TECHNICAL FEASIBILITY

M noxi di | -containing oral prescription drugs are presently
regul ated under the PPPA. ~ All known over-the-counter (OIC) mnoxidil-
containing products are currently in SF CR continuous threaded
packaging.  In addition, packages contain one or more application
devices (i. e. dropper, netered mechanical pu sprag, and/ or netered
nmechani cal punp spray with an extender applicator). Sone, but not all
of the applicators are SF CRP. Table |, Mnoxidil Packaging, describes
thirteen representative marketed Products that were purchased at retail
or obtained fromthe product manufacturer. As indicated in the table,
there are SF CR droppers available on the market that are currently
packaged with some OIC mnoxidil preparations. No SF CR nmetered finger
mechani cal sprayer is currently beln% used. There is o:ne CR finger
mechani cal sprayer that can be made SF

Various types and designs of SF CR packa%ing can be obtai ned.
See ASTM D3475, "Standard Qassification of Child-Resistant Package&
Each type of packaging is addressed bel ow

PRODUCT CONTAINER

CONTINUOUS THREADED RECLOSABLE CR PACKAGING: Thirteen
representative products are voluntarily using a SF ASTM I A (Push Down
and Turn Type) packaging"? In addition various designs of SF
continuous ‘threaded (screw) type reclosable CR packaging are readily
available. ASTM in its Standard O assification of Child-Resistant
Packages lists several designs of t*gg | packages that are SF.  Most
mnoxidil products use this type of P

PRODUCT APPLICATORS

_ CONTINUOUS THREADED RECLOSABLE CR DROPPER PACKAGING: _
Elght known products presentlg have ASTM | A design dropper packaging
5-10.13.14 that are reported to be sF*?'. The three products that are
usi ng non-CR droppers*** can convert to SF CR droppers!®?®,

Al ternatively, they coul d package a dropper that cannot be used as a
closure. This would encourage people to close the package with the
original SF CRP

_ METERED FINGER MECHANICAL SPRAYER CR PACKAGING: W& know of

ei ght mnoxidil products using a non-CR netered finger mechanica
sprayer dispensing mechanisni. Sone products contarn instructions that
include the statement, e. g. "The spray (B) applicator is NOT child-
resistant.” A simlar CR netered finger mechanical sprayer attached to
a CR cap can be nade available. It would need to be protocol tested to
find out its senior adult use effectiveness (SAUE)¥. The finger punp
manuf acturer has indicated they can make available Eglyen adequate
tinme) a SF CRP®. |t would consist of a |ocking mechani sm that provides
the child resistance for the SF netered finger mechanical sprayer .
mounted on a reclosable SF CR closure that can be attached to a plastic
bottle. Approximately twelve nmonths is needed to make nodifications to
the CRP design, nodify production molds, and conduct protocol tests
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TABLE |: Minoxidil Packaging.

MINOXIDIL CONTAINING PRODUCTS, 2%

PACKAGE

Applicators

Product Finger Extender
Company For Container Dropper Sprayer Applicator .

3 Women SF - NCR NCR
1 Women SF NCR NCR
1 Women SF SF NCR NCR
2 Women SF SF NCR

| Men** SF SF NCR

l Men SF SF NCR

2 Men SF SF NCR

4 Men SF SF NCR

5 Men SF SF

6 Men SF SF

7 Men SF NCR

8 Men SF NCR

3 Men SF NCR

SF=Senior Friendly

NCR=Non-Child Resistant

« Extender Applicator Uses Metered Finger Mechanical Sprayer Mechanism.
« « Minoxidil, 5%.

g:/minoxidl.wb1



If additional time is required to produce commercial quantities,
manuf acturers could apply for a stay of enforcenment for this package

type.

Three known products for wonen have a non-CR extender applicator
that must be attached to the mechanical punp dispensing mechanism? .
This extender applicator is used to " .help you spray t hrough the
hair, directly onto the scalp.”" This optional” extender spray
applicator atfached to a CR and SF netered finger nechanical sprayer
mechani sm coul d provide the required special packaging for the extender
applicator. Another possibility is to use another type of CR mechanism
to acconplish the same ?urpose, i.e., a SF CR dropper #. (One product
for women currently on the market uses the SF CR dropper for this
pur pose.

~The staff believes that data support the finding that specia
packagi ng of n1nOX|d|I-contalnlqgsfroducts using SF continuous threaded
(screw) CRP, SF dropper CRP, and SF netered nechanical finger punp CRP
with extended spray applicator, are technically feasible.

PRACTICABILITY

~Information is available to support the finding that the specia
packaging of mnoxidil-containing products is practicable.

PRODUCT CONTAINER

. CONTINUOUS THREADED (CT):  These types of SF CRp. are presently
bei ng used by many conpanies for regulated products, i.e., thirteen
mnoxi di| products use SF CT special packaging. Conpanies have
I npl enented assenbly Iine and nass groductlon techniques in their
nanufacturln? process for the CT CRP. This shows that it is
practicable to package regulated products in this type of special.
p%lck('(;jlglng.t No major problens are anticipated from'the manufacturing
st andpoi nt .

PRODUCT APPLICATORS

. ~ CONTINUOUS THREADED RECLOSABLE CR DROPPER PACKAGING: Ei ght

m noxi di | ﬁroducts voluntarily use SF dropper applicators. These
conpani es have carried out assenbly line and mass. production techniques
in their manufacturing process. This shows that it is practicable to
package regulated products in this type of special packaging. No major
problens are anticipated in this change from the nmanufacturing
standpoint.  Conpanies not currently using SF CR dropper applicators

can incorporate special packaging into their existing packaging |ines.

_ - METERED FINGER MECHANICAL SPRAYER CR PACKAGING: No known

m noxi dil product nmanufacturer is currently u3|n% a CR netered finger
mechani cal sprayer. However, it is antici'pated that a SF CR netered
finger mechanical sprayer and a SF CR optional extender spray

appl'i cator would be similar to the one being used. Thus, no’ changes
woul d be necessary to the assenmbly |ine and mass production technique
in the manufacturing process. Existing packaging lines could be used.

4
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APPROPRIATENESS

~ CONTINUOUS THREADED CRP AND DROPPER SPECIAL PACKAGING:  Sone
conpani es are presently using these types of SF special packaging for
their products, i.e., thirteen mnoxidil products use an SF
package and eight a CT dropper type speci al packaqe. Mbst conpani es
can use existing CR packaging designs and naterials that have proven
not to be detrimental to the integrity of the substance and have not
interfered wth its storage or use for these types of CRP. Product
shelf-life, and integrity would not be expected to change, as it is
ant|C|ﬁated that the same packaging materials could be used in contact
with the product.

. ~ METERED FINGER MECHANICAL SPRAYER CR PACKAGING: No known

mnoxi dil product nmanufacturer is presently using a CR metered finger
mechani cal sprayer. Assumng the non-CR and the SF CR netered finger
mechani cal sprayers and the optional extender spray applicators use
simlar materials, we would not-expect the materials to be detrinenta
to the integrity of the substance nor would they interfere with its
storage or use. Therefore, product shelf-life, and integrity would not
be expected to change, as it is anticipated that the same packagi ng
materials could be used in contact with the product.

- Staff, therefore, believe that the data support the finding that
speci al packaging for mnoxidil-containing products is appropriate.

EFFECTIVE DATE

~ CONTINUOUS THREADED CRP AND DROPPER CR PACKAGING: A six-nonth
effective date is reasonable for these tzpes of special packaging. All
manuf acturers are voluntarily using CT SF CRP for the primary
container. Additionally, a product aPpllcator s needed, e.g., SF CR
dropper. Mst, but not all, manufacturers are voluntarily using SF
dropper CRP. Two sizes of SF dropper CRP are conmercially available.
Most  product manufacturing conpanies would not require any changes to
their production [ines. The suppliers have the requisite nolds,
assenbly %gngnentL lining material ‘and plastic resins to supply the
required quantities for this product. Adequate supplies of SF CRP
for this product are available from the packaging manufacturer.

METERED FINGER MECHANICAL SPRAYER AND EXTENDER SPRAY APPLICATOR
CR PACKAGING: An effective date of one year is needed for products
u3|n?.the metered finger mechanical sprayer type packaging. |f
additional tinme is necessary, companies that show a good faith effort
can request a stay of enforcenent # ~(ne year is needed to achieve a
SF design, to obtain molds and conduct child and senior friendly

protocol tests. If additional time is needed to initiate production
and make available comercial quantities the packaging manufacturer may
request a stay of enforcement. |If the metered SF netered finger

mechani sm sprayer special package was in conbination with the”extender
spray applicator, the timng would be approxinately the sane.
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CONCLUSION

Staff concludes that data support the findings that ASTM types |
(CT) , 1 (Dropper}, and | X (Punp Dispenser) special Blackagin or
ca

f
mnoxi di ' products is technically feasible, practi e, an
appropri ate.

RECLOSABLE CONTINUOUS THREADED CRP AND DROPPER CRP,(ASTM 1):

~There are regul ated PPPA products on the market with ASTM type |
CRP (with and without a dropper) that conply wth SAUE requirenents.
Adequat e supplles of SF CRP are available to support a six-month
effective date.

METERED FINGER MECHANICAL SPRAYER CRP, (ASTM 1X) AND EXTENDER SPRAY
APPLICATOR CRP:

The CR netered finger mechanical sprayer manufacturer said, witl
adequate time, they can make commercially available SF special
packagi ng. One year is needed for the netered CR finger nechanica
Sprayer conpany to.rede3|?n, obtain nolds, protocol test, and start
commercial production. IT additional tinme Is necessary to ensure
adequate supplies of new SF and CR packaging a stay of enforcement can
be requested. The same is true if the metered finger mechanica
sprayer is used with the extender sprayer applicator.
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