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Mr. Todd A. Stevenson

The Secretariat, Office of the Secretary
Division of Information Management
Office of General Counsel

U.S. Consumer Product Safety Commission
4330 East West Highway

Bethesda, MD 20814

Re: BIC USA Functional Purpoese Test Exception Request
Dear Todd:

I am attaching for filing with the Office of the Secretary, a Functional Purpose Test
Exception Request on behalf of BIC USA (“Request™).

Attached to the Request are six attachments. Attachments 2 and 5, the Bureau Veritas
test reports, each contain a confidential photo of a prototype BIC Children’s Pen, at page
3 of the reports. Attachment 6, the Statement of Greg Gorder, contains a confidential
photo of several prototype BIC Children’s Pens at page 2 of the Bureau Veritas test
report included with his Statement. We request Section 6(a) confidential treatment for
these three pages containing photos of the BIC Children’s Pen. This product has never
before been seen in the U.S. market, is a highly proprietary design and would be of great
commercial value to BIC’s competitors. We ask that these photos not be included in the
public file at this time.

BIC USA is planning on launching the BIC Children’s Pen in January 2014.
Please let me know if you have any questions regarding this filing.
Very truly yours,

(C AR

David H. Baker
Attorney for BIC USA

Enclosures (Request and six attachments)



BEFORE THE

U.S. CONSUMER PRODUCT SAFETY COMMISSION

REQUEST FOR FUNCTIONAL PURPOSE TEST EXCEPTION
PURSUANT TO SECTION 101(b)(1)
OF THE CONSUMER PRODUCT SAFETY IMPROVEMENT ACT

15 U.S.C. SECTION 1278a(b)(1)

ON BEHALF OF

BIC USA INC.

Summary

BIC USA Inc. (“BIC USA”) is a leading manufacturer and distributor of stationery products such as writing
instruments including ball point pens, gel ink pens, roller ball pens, mechanical pencils, highlighters,
permanent and dry erase markers as well as correction fluid and other correcting products.

BIC has developed a new line of writing instrument products aimed at helping children learn to write.
One of the products is a pen product, sized and shaped for children age 5 and up. To the best of BIC's
knowledge of the market place, this is a totally new product and would be the first, widely distributed,
pen product designed primarily for use by children in the U.S.

Like most ball point pens manufactured throughout the world, the pen point on this new children’s pen
contains total lead in excess of 100 ppm. As the Commission will recall from the Request for Exclusion
for Pen Tips submitted by the Writing Instrument Manufacturers Association (“WIMA”) in 2009, most
pen points, whether composed of brass or nickel silver, have total lead content in excess of 2,500 ppm.
See WIMA Submission dated February 9, 2009. As aresult, virtually all pens sold in the U.S. would have
violated Section 101(b) of the Consumer Product Safety Improvement Act of 2008.

Although the WIMA Petition for an Exclusion was uitimately denied by the Commission, by a 1-1 tie
vote, with Commissioner Nord voting to grant the Petition to exclude pens from the Section 101(b)
prohibition on products containing any lead, the Commission also ruled at the same time that most pens
are not children’s products, and therefore are not subject to the total lead limits. This ruling, announced
by then General Counsel Cheryl Falvey, in a letter dated June 4, 2009, was referenced in both the Yea
vote by Commissioner Nord and the Nay vote by Commissioner Moore.



Unfortunately, for BIC USA, their new children’s pen is subject to the Section 101(a) total lead standard
because it falls under the subset of pen products clearly designed and intended primarily for use by
children aged 12 or younger. See Section 3(a)(2) of CPSA; 15 U.S.C. Section 2051(a)(2). While the sale of
the new pen will be legaliy permissible throughout the rest of the world, the pen would likely violate
Section 101 (a) of the CPSIA in the United States. For this reason, BIC USA files this Request for
Exception under amended Section 101(b)(1) of the Consumer Product Safety improvement Act of 2008,
as amended by P.L. No. 112-28; H.R. 2517, August 12, 2011.

As is detailed below, it is not practicable or technologically feasible to utilize a pen point assembly that
contains less than 100 ppm total lead. As is further noted below, the BIC Children’s Pen is not likely to
be ingested or mouthed. See attached Statement of Christine Wood. Finally, the potential exposure to
lead through hand to mouth transfer by a user of the pen would be 0.31 pg/day of lead, well below the
CPSC staff threshold of 2.2 pg/day of iead. See attached Statement of Greg Gorder. Accordingly, the
request meets the statutory criteria for a functiona! purpose exception.

Background of BIC USA Inc.

BIC USA is part of the BIC Group, which manufactures and distributes BIC branded products in more
than 160 countries around the world. Every day, consumers around the world purchase more than 25
milion BIC stationery products. BIC USA’s headquarters are jocated in Sheiton, Connecticut. In
addition, BIC USA has operations in Milford, Connecticut; Gaffney, South Carolina; Charlotte, North
Carolina; Middleton, Wisconsin; Sleepy Eye, Minnesota; Red Wing, Minnesota; Clearwater, Florida and
St. Petersburg, Florida. BIC USA employs 2,800 people in the United States in the manufacture,
distribution, marketing and sale of its products.

In 1945, Marcel Bich, the founder of the company, started working with his partner, Edouard Buffard,
manufacturing parts for fountain pens in a factory in Clichy, France, just outside of Paris. During this
time, Marcel Bich realized the enormous potential for the ballpoint pen. He adapted and improved a
process for making ballpoints invented by the Hungarian Laszlo Biro and in December 1950, launched his
own ballpoint pen - the BIC Cristal ballpoint pen. The high quality and affordable price of the BIC Cristal
ballpoint pen meant that it was quickly adopted by an increasing number of consumers. In 1958, Marcel
Bich brought his BIC Cristal ballpoint pen to the United States.

BIC made the ballpoint pen a success. Today, BIC offers a large range of ballpoint pens designed and
developed from this heritage of quality and expertise in ballpoint technology. Since its beginnings in
1950, BIC has refined the machines and manufacturing processes needed to manufacture pens in mass
production while assuring high quality. Every ballpoint pen delivers the same quality writing from start
to finish. The BIC Cristal Pen draws a line 2 km long, which is as good at the end as at the beginning.
These processes are highly technical and continuously modified to meet the requirements of an
increasingly diversified product line. Weli-trained employees, a rigorous quality controi system and a
focus on continuous improvement by BIC's Research & Development team, ensure a high level of
product quality.

Request for Exception

The Commission issued procedural regulations for filing for requests for exclusion under former Section
101(b). See 16 CFR Part 1500.89 published on March 11, 2009 at 74 Fed. Reg. 10475 (2009). It is my
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understanding that these regulations are in the process of being updated to cover functional purpose
test exceptions. However, in the absence of updated regulations reflecting the amendments to the
CPSIA, BIC USA is following Part 1500.89 in its request for exception.

Part 1500.89{d){4){i): Description of the Product or material and how it is used by a child.

The product for which this exception is being requested is a ballpoint pen which has been designed and
is intended primarily for children age 5 and up (the “BIC Children’s Pen”). More specifically, the
functional purpose exception is being requested for the point component of the BIC Children’s Pen. Al
other accessible components of the BIC Children’s Pen contain total lead below 100 ppm.

The parts of a ballpoint pen - a traditional ballpoint pen used by consumers of all ages for their writing
needs, are shown in the diagram in Attachment 1.

The writing cartridge or ink system is comprised of a tungsten carbide ball encased in a nickel silver or
brass housing (point and point support) and finished on a machine using specific tools. The consistently
regular performance of the manufacturing tools guarantees the quality of the finished product. The
cartridge is made up of the point and point support subassembly (which is the subject of this request for
exception), and a tube filled with ink. BIC manufactures its ballpoint pen ink systems in its own factories
to ensure the highest levels of quality.

BIC has more than 60 years of experience in the manufacture of nickel silver and brass points for writing
cartridges. Significant time and resources are devoted to understanding the compatibility of point
materials with inks. Writing performance is impacted by the relative compatibility of the point and ink.
In this new Children’s Pen, BIC will use one of its standard ballpoint pen cartridges that contains a nickel
silver point and a nickel silver point support.

The BIC Children’s Pen has been designed with experts in hand writing and ergonomics to address the
specific needs of young children who are in the early stage process of learning to write. Today, children
are learning to write with ballpoint pens that are designed for the needs of all consumers - not the
specific needs of young hands.

Part 1500.89(d)(4)(ii): Representative data on the lead content of parts of the product or material used
in the product of a product.

The accessible portion of the nickel silver point assembly that BIC proposes to use in its BIC Children’s
Pen contains total lead of approximately 8,720 ppm (point and point support subassembly). See
Attachment 2, Bureau Veritas Technical Report No. (5113) 030-0017 Revision dated March 8, 2013.



Part 1500.89(d)(4)(iii): All relevant data or information on manufacturing processes through which lead
may be introduced into the materiai or product.

Lead is contained in the nickel silver alloy purchased by BIC for use in the manufacture of its nickel silver
point and nickel silver point support. Lead is commonly used in this metal alloy to impart strength and
durability and make the metal easily processed during the production process for the point and point
support components. These metal alloys contain lead that is physically bound in the metal. The lead is
not a coating on the point that can be scraped off and ingested.

Part 1500.89(d}{4)(iv}: An assessment of the likelihood or lack thereof that the manufacturing processes
will result in the lead contamination of a material or product that does not ordinarily contain lead.

Again, the lead is contained in the metal alloy BIC purchases for its nickel silver points. These metal
alloys contain lead that is physically bound in the metal. The lead is not a coating on the point that can
be scraped or contaminate a component or material that it comes into contact with. BIC routinely
conducts total lead testing on the plastic components of its ballpoint pens and has no data to suggest
any lead contamination of other materials or components.

Part 1500.89{d){4}{v): All relevant data or information on the facilities used to manufacture the material
or product and any other materials used in the product.

The nickel silver point and nickel silver point support are both manufactured in BIC owned factories
around the world. The metal alloy used in the production is sourced globally for ali BIC factories
producing the nickel silver point according to a global material and suppiier specification.

Part 1500.89{d}{vi}: An assessment of the likelihood or lack thereof that the use of leaded materiai in a
facility will resuit in lead contamination of a material or product that does not contain lead.

Lead is not introduced into the nicke! silver component at BiC’s production facility where it makes the
points and point supports. The lead is introduced into the metatl alloy that BIC purchases from a third
party supplier during the alloy manufacturing process. There is no lead introduced into the
manufacturing process by BIC. See above responses regarding contamination.

Part 1500.89(d){4)(vii}: Any other information relevant to the potential for lead content of the products
or material to exceed the statutory lead limit specified in the reqguest.

None

Part 1500.89{d}{4)(viii}: Detailed information on the relied upon test methods for measuring lead
content of products or materials including the type of equipment used or any other technigues

employed and a statement as to why the data is representative of the lead content of the such product
or materials generally.

CPSC-CH-E1001-08.1, Standard Operating Procedure for Determining Total Lead (Pb) in Metal Children’s
Products, Revision June 21, 2010.



16 CFR Part 1500.53, Test Method for Simulating Use and Abuse of Toys and Other Articles Intended for
Use by Children Over 36, but Not Over 96 Months of Age, subsections (b),(d),(e), (f) and (g).

Technology Sciences Group, Inc. Wipe Protocol: Pen-Tip-to-Hand Simulated Transfer Using Modified
Method NIOSH 9100. See Attachment 3.

Part 1500.89(d)(4){ix): Any data or information that is unfavorable to the request that is reasonably
available to the requestor.

None.
In addition to providing the information requested in the Commission’s earlier regulations, BIC USA will

also briefly review the statutory criteria under revised Section 101(b).

It is not practicable or technologically feasible to manufacture the product by removing the excess

lead or making the lead inaccessible - 15 U.S.C. 1278a(b}{1)(A}i)

BIC has more than 60 years of expertise and experience in the production of points for balipoint pens.
The materials used in the production of these points have been carefully selected, tested and qualified
for compatibility with our inks and with BIC’s high speed production equipment. BIC has invested
millions of dollars in high speed manufacturing equipment for its point and cartridge production. BIC
would experience much lower point manufacturing productivity if the metal alloy used to produce the
nickel silver points did not contain lead at a level described herein. (See specific values above). If BIC
were able to change the metal alloy to reduce the lead content to below 100 ppm, it would experience
reduced machine speeds and only be able to cycle its machines once instead of twice as it does now. It
would also likely require changes to the tooling and cutting oil used in the production of the points. All
of these potential impacts would have to be thoroughly studied at significant cost and delay. Such
changes would take up significant resources and capital to validate and implement.

As noted above, the only metal alloy available for pen points that contains lead below 100 ppm is
stainless steel. Today, BIC does not produce stainless steel points in any of its factories. Stainless steel
points are more commonly used with water based inks typically found in roller ball pens and gel ink
pens. The BIC Children’s Pen will not contain a water based ink. It wili contain a solvent based ink as is
typically found in BIC’s ballpoint pens, and in almost all ballpoint pens sold throughout the world.

The stainless steel points that are commercially available and contain less than 100 ppm of total lead are
much more expensive than the nickel silver points BIC makes in its own factories. Even if BIC were able
to overcome the technical and feasibility challenges described above, by using a stainless steel point
with a solvent based ink, there would be a 78% increase in the cost of this component part that would
effectively eliminate the Children’s Pen from the product line in the US.

The product or part is not likely to be piaced in the mouth or ingested — 15 U.S.C. Section
1278a(b){1}(A){ii)

The point, which is the subject of this functional purpose exception request, is not likely to be ingested.
See Attachment 4, Statement of Christine Wood, Exponent. The point is securely adhered to the ink
cartridge and is therefore not easily detachable. Recently, BIC conducted mechanical hazards testing of
the BIC Children’s Pen pursuant to 16 CFR Part 1500.53(b),(d),(e),(f) and (g). See Attachment 5, Bureau



Veritas Technical Report No. (5113) 030-0019 dated February 6, 2013. The results of that testing
confirmed that no smail parts were released. In addition, the BIiC Children’s Pen is designed without a
cap, clip or pen body that can be opened, further minimizing the likelihood of ingestion.

Moreover, the point, which is the subject of this functional purpose exception request, is not likely to be
placed in the mouth. As noted in Dr. Wood’s Statement, the frequency of mouthing of objects in this age
range is relatively low. And because the pen point is sharp, BIC's experience has been that children do
not mouth the pen point end of the product. As noted in Dr. Wood’s statement, the design of the BIC's
Children’s Pen makes it even more unlikely that the product wouid be mouthed. The orientation of the
pen, when held in a child’s hand, clearly has the point away from the user. Also the point is retractable,
and when retracted, the point is not even available for contact with the mouth.

The exception will have no measurable adverse effect on public health or safety taking into account
normal and foreseeable use and abuse - 15 U.S.C. Section 1278a{b}{1)(iii)

The BIC Children’s Pen has been specifically designed for children who are early stage writers just
learning the proper techniques for holding and gripping a pen for writing. With this objective, the BIC
Children’s Pen is marked to prompt children to hold the pen in the correct location. The gripping area
has been specifically designed and includes a guiding line to aid in correct placement of the fingers. This
helps the child to position his or her fingers correctly on the pen. In addition, the nose cone section of
the pen barrel has been specifically designed so that it is not comfortable to grip as placement of the
fingers too far forward is a common bad habit that early stage writers develop. The nose cone area is
just behind the writing tip and nickel silver point. if the nose cone is not comfortable for gripping, then
it is not likely that a child’s fingers would be in contact with the pen point during normal use conditions.

Additionally, the exposed surface area of the nickel silver pen point is so small that it would itself be
difficult to grip even by the smallest of fingers. The pen point represents less than 1% of the total
surface area of the BIC Children’s Pen. BIC commissioned lead testing of the BIC Children’s Pen by
Technology Sciences Group, inc. (“TSG") in Davis, California. Greg Gorder, a Senior Managing Scientist at
TSG, conducted a wipe test of the pen point using the methodology set forth in Attachment 3, based on
the CPSC’s vinyl wipe test. Squeezing the pen point between thumb and index finger and wiping it for
30 full 360 degree rotations resulted in an average lead release of 0.62 pg/wipe. Mr. Gorder assumed
that this was a worst case analysis, assuming purposeful dermal contact. Using a hand to mouth analysis
with the 50% factor used by CPSC staff, the potential exposure to lead would be 0.31 pg/day. See
Attachment 6, Statement of Greg Gorder. In the CPSC staff document, the staff established 2.2 pg/day
of lead as the exposure threshold for “no measurable increase in blood lead levels of a child” CPSC Staff
Report, November 2012, CPSIA Section 101(b): Functional Purpose Exception from the Lead Content
Limit for Children’s Products for a Specific Product, Class of Product, Material or Component Part. So
even under a worst case analysis, the potential hand to mouth exposure to lead from the BIC Children’s
Pen is seven times lower than the threshold established by the staff.

Accordingly, based upon the CPSC Staff Report, and extensive testing by TSG, the BIC Children’s Pen will
have no measurable adverse effect on public health or safety.



Conclusion

In conclusion, BIC USA respectfully requests that the Commission grant an exception from the total lead
limit of 100 ppm under Section 101(a) for the point component of the BIC Children’s Pen (point and
point support). Itis neither technologically possible, nor commercially viable for BIC to manufacture this
new Children’s Pen with a pen point component that would comply with the total lead limit of 100 PPM.
As discussed above, the product is not likely to be mouthed or ingested. Finally, as outlined in Greg
Gorder’s Statement, an exception will have no measurable adverse effect on public health or safety.
Accordingly, the request meets the statutory standard for a functional purpose exception.

Respectfully submitted,

CC I3m—,

David H. Baker

Attorney for BIC USA

March 25, 2013










































Attachment 6

Technology Sciences Group Inc. “ | S G
712 Fifth St., Suite A

Davis, CA 95616

Direct: (530) 757-1281

Fax: (530) 757-1299

. E-Mail: GGorder@TSGUSA.com

Greg W Gorder, Ph.D,
Senior Managing Scientist

STATEMENT OF GREG W. GORDER Ph.D.
March 21, 2013

My name is Greg W. Gorder and | am a Senior Managing Scientist at Technology Sciences Group inc.
(TSG). 1 am an experienced exposure/risk assessor and obtained a Ph.D. in Entomology/Environmental
Toxicology at lowa State University. | joined TSG in 2000. My C.V. is attached to this Statement.

On behalf of BIC USA Inc. (BIC), | was asked to assess potential exposures to lead from the BIC Children’s
Pen to determine if it meets the standard of “no measureable increase in blood lead levels of a child” as
required for an exception under the Consumer Product Safety Improvement Act (CPSIA). The Children’s
Pen requires an exception because it has a nickel-silver point that is partially accessible and exceeds the
100 ppm total lead standard for children’s products under the CPSIA. TSG developed a test protocol to
assess lead exposures that could potentially occur as a result of extensive, purposeful dermal contact
with the pen point followed by hand-to-mouth contact, even though contact of this type is very unlikely
to occur. The attached protocol (Exhibit 1) used a wipe test for lead based on the NIOSH 9100 wipe test
and increased the contact per wipe to 30 strokes to match the approach the Consumer Product Safety
Commission (CPSC) used in their vinyl wipe test. The BIC test evaluated lead released from both the
accessible portion of the conical-shaped nickel-silver point (i.e., the wipe samples) and the ball at the tip
of the point that contacts the writing surface (i.e., the ink controls). The test represented worst-case,
infrequent exposures because dermal contact with the nickel-silver point is unlikely during normal use
or abuse (e.g., abuse does not increase accessibility of the point).

Summary: Use of the BIC Children’s Pen to apply ink marks to a wipe did not result in measurabie lead
release (lead reporting limit of 0.1 pug/wipe) as shown by the ink blank results (Exhibit 2*). Squeezing the
accessible nickel-silver pen point between the thumb and index finger and wiping for 30 full 360 degree
rotations resulted in an average lead release of 0.62 pg/wipe. Squeezing the accessible nickel-silver pen
point between the thumb and index finger and wiping for 120 full 360 degree rotations resulted in an
average lead release of 1.05 pg/wipe, showing that the rate of lead release decreases dramatically with
increased contact (i.e., the 4-fold increase in wiping resulted in just a 1.7-fold increase in lead released).
Lead release rates may be exaggerated in the first wipes of a new pen.

Conclusion: The 0.62 pg of lead average for 30-rotation wipes represents a worst-case estimate for
transfer to a user’s fingers that might occur on an infrequent basis due to extensive, purposeful dermal

! Bureau Veritas, March 6, 2013, BIC Children’s Ball Pen Point Wipe Tested for Lead.

Washington, D.C. California Canada
1150 18" St., NW, Suite 1000 712 Fifth St., Sulte A 275 Siater St., Sulte 900
Washington, D.C, 20036 Davis, CA 95616 Ottawa, Ontario K1P SH9

Phone: (202) 2234392 Phone; (530} 757-1245 Phone: {613) 247-6285



Request for CPSIA Exception: BIC Children’s Pen

No Measureable Increase in Blood Lead Levels of a Child
March 21, 2013

Page 2 of 3

contact. This could lead to potential ingestion of 0.31 pg of lead based on a presumption of 50% hand to
mouth transfer often used by CPSC staff. CPSC identified 2.2 pg/day of ingested lead as the exposure
threshold for “no measurable increase in blood lead levels of a child”? based on average daily exposures.
Potential daily ingestion of 0.31 g of lead is below the CPSC threshold; however, extensive, purposeful
lead exposures of the type measured for the pen point would occur infrequently, if at all because the
test was designed to determine how much lead could be released rather than mimic potentia! exposures
from product use. Even if we presume that average daily exposures to lead from the pen point are 0.31
Hg/day, those exposures would be 7-fold below the CPSC threshold for no measurable increased in
blood iead levels of a chiid.

Considerations and Assessment

Dermal Exposure to Lead from the BIC Children’s Pen is Unlikely to Occur: Numerous factors make it

unlikely that use of the pen will resuit in dermal exposure to lead at the level measured including the
following:

* Impossible to Grasp Nickel-Silver Point and Write: When used for writing, there wili be no
dermal contact with the pen point because it is impossible to grasp the pen by the accessible
nickel-silver point and still write with the pen.

o Difficult to Contact Point While Writing: As shown in the photo in Exhibit 2, the BIC Children’s
Pen has a ridge above the point to assist with the writing grasp. The ridge makes it unlikely that
there will be dermal contact of any type with the point during normal use.

* Lead Not Transferred with Ink Released from the Point: The ink controls in Exhibit 2 show that
when marking with the pen, lead is not released. If a child were to write on their skin,
measurable levels of lead would not be transferred to the skin.

Test Method is a Very Conservative Estimate of Exposures on Days Exposures Occur: The 30 rotation
test was based on the existing CPSC wipe test for lead in vinyl {i.e., 3 x 10 wipe strokes = 30 wipe
strokes) rather than anticipated exposure from the BIC Chiidren’s Pen. 30 rotations of the pen is nearly
a minute of squeezing and rotating so it far exceeds typical contact with the pen point.

* Potential Dermal Exposures = 0.62 pg [Dermal]: This is the average result for 30-rotation wipes
in Exhibit 2. The 30-rotation test result shows that it is possible to transfer lead by squeezing
the pen point and rotating; however, the test results represent a worst-case exposure scenario
that would occur infrequently if at all.

2 CPSC Staff Report, November 2012. CPSIA Section 101(b): Functionai Purpose Exception from Lead Content Limit
for Children’s Products for a Specific Product, Class of Product, Material, or Component Part.
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No Measureable Increase in Blood Lead Levels of a Child
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Exposure Assessment and Potential Adjustments: Exposure presumptions that should be considered
for adjustment in the assessment include the frequency for exposures and the ongoing lead release
levels.

e Hand-To-Mouth Transfer Fraction = 0.5 [ingestion Fraction]: Lead transferred from the BIC
Children’s Pen to the user’s skin would need to be ingested to affect blood lead level. Ingestion
primarily applies to lead on a child’s finger tips. Transfer occurs due to hand-to-mouth transfer
and can be direct (e.g., placing fingers into their mouth) or indirect (e.g., handling food or an
object and then placing the food or object into their mouth). CPSC often presumes that 50% of
the lead on a child’s fingertips can be ingested and that was the level identified in the November
2012 staff report cited in footnote 2.

» Potential Adjustment, Exposure Frequency: CPSC staff based the threshold level of 2.2 ug/day
lead ingested on calculations using the US Environmental Protection Agency’s Integrated
Exposure Uptake Biokinetic (IEUBK) Model. The IEUBK model presumes that exposures occur
daily so the 2.2 pg/day threshold is an average daily exposure. Exposures to lead at the level
measured by 30 rotations would occur infrequently, if at all, because the 30 surface wipes (i.e.,
30 rotations) foliowed the general approach used in the CPSC vinyl wipe test and did not mimic
minimal contact with the pen point that could occur during product use.

¢ Potential Adjustment, Lead Release is Lower After Initial Rotations: The 120-rotation wipes
(i.e., over 3 minutes of squeezing and rotating) contained just 1.7-fold more lead than the 30
rotation wipes showing that removable lead levels decrease with increased contact and may
only apply to newly manufactured points. Lead release over the final 90 rotations may be a
better estimate of ongoing lead release than the initial 30 rotations. If so, the estimate would
change to 0.14 pg per 30 rotations (i.e., 1.05 pg - 0.62 pg = 0.43 pg/90 rotations or 0.14 ug/30
rotations), over a 4-fold adjustment relative to the 30-rotation result.

Although the potential adjustments described above may be appropriate, they have not been applied.
Exposu es were calculated for the purpose of the CPSIA exception as shown below using Eq 1:

Exposure = Dermal x Ingestion Fraction (Eq. 1)
=0.62 ug/day x 0.5 = 0.31 ug/day

The assessed exposure of 0.31 ug/day is over 7-fold below the 2.2 ug/day threshold for “no measurable
increase in blood lead levels of a child in the November 2012 CPSC staff report.

Respgctfully submitted,

Greg W. Gorder
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Pen Point Wipe Test Protocol



Technology Sciences Group Inc.
Greg W Gorder, Ph.D. _

Senior Managing Scientist

WIPE PROTOCOL: Pen Tip-to-Hand Simulated Transfer Using Modified Method NIOSH 9100:

Method NIOSH 9100 is modified as follows to measure accessible lead that could potentially transfer
from pen tip to hand. Cross out text represents deletions from NIOSH Method 8100 and underline text
represents additions:

PURPOSE: Determination of surface contamination by iead and its compounds.

LIMIT OF Analysis wili be conducted 24ig-Pb-persample-(0-02 nafem-2-for-100-em-2arealby
DETECTION: flame AAS or ICP+8-3-g-Pb-per-sample {8:001-pgfem-2 -for-100-em-2-area)-by or graphite
furnace AAS, as needed to obtain a detection limit no higher than 0.5 ug/wipe.

FIELD

EQUIPMENT: 2. Sample pads, 2--2rsterile-cottongauze-{Curity™ Johnson-S-Johnson™ of
equivalent}or-ashless quantitative filter paper.

NOTE: Wash'n Dri™ wipes may also be used. Other wipes may not ash properly, or may
have a significant lead blank value.

3. Gloves, latex, disposable.

4.Femplate,-plastic-10-crm-10-em,-or-atherstandard-size.-Two BIC Beginner's Pens

5. Water, distilled, in plastic squeeze bottie.

SAMPLING: 1. Using a new pair of gloves, remove a gauze-pad from its protective-package. Moisten
the gauze-pad with approximately 1 to 2 mL of distilled water.
NOTE 1: Apply no more distilled water than that necessary to moisten approximately the
central 80% of the area of the gauze pad. Excess distilled water may cause sample loss due
to dripping from the gauze pad.
NOTE 2: If using the premoistened Wash'n Dri™, omit the distilled water.

2. %Wmme—mm-be—safnpled_wme First BIC Beginner's Pen as

Follows: Fold pad into guarters and grasp with left hand (reverse if left handed} holding
between thumb and index finger. Extend pen tip to writing position. Grasp pen with right

hand {reverse if ieft han and place pen tip between pad {i.e., pen tip surrounded on all
sides b wi n tip squeezed flrmly b n thumb and in nger. Rotate pen
back and forth making quarter to half turns with right hand while firmly grasping pen tip
within pad in left hand {hands reve if | nd iping Wipe-the pen-tip surface to
be sampled with firm pressure_for 15 seconds making at least 30 partial rotations of the
pen {if necessary to make at least 30 rotations, extend the time).-using-3-to-4-vertical-S-

Washington, D.C. California Canada
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Pen Tip-to-Hand Simulated Transfer Using Modified Method NIOSH 9100

January 31, 2013
Page 2 of 2

SAMPLE
PREP:

MEASUREMENT:

3. Feld-Place the folded pad, expesed-side-inand-place-it-in a new plastic bag. Seal and

labei the bag clearly. Discard the gloves.

4. Wipe Second BIC Beginner's Pen as Follows: Repeat step 1 to moisten pad. Fold pad,
extend pen tip, and grasp pen and pad as described in step 2. Rotate pen tip back and

forth as described in step 2 but for at least 1 minute or 120 partial rotations. Repeat step 3
to label sample.

5. Include two blank pads (moistened and placed in bags) with each sample set.

Use the procedure of NIOSH Method 7105, including final sample dilution to 10 mL
NOTE: Additional portions of nitric acid may be needed for complete digestion of the
sample, including the pad. Include appropriate media and reagent blanks.

Ana!yge Seﬂeeamg-ef all sampies by flame AAS or ICP;—ie-ﬂewed-bvuse _graphite furnace

_J__of_o_s,w Use the procedures of NIOSH Methods 7082 (Lead by

flame AAS), 7300 (Elements by ICP), 7105 (Lead by graphite furnace AAS), or other

appropriate methods such as ASTM E1613-12.






























