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August 22, 2000

Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

Re: Docket No. 98N-0337
Application for Exemption

Dear Sir or Madam:

As requested by FDA’s Division of OTC Drug Products on August 3, 2000, on
behalf of Block Drug Company, Inc. (Block), we are amending the exemption request
originally submitted to the Docket by Block on January 28, 2000. Because the exemption
request contains information that Block considered to be confidential commercial
information and/or trade secrets, Block submitted a redacted version to the Docket and a
complete, highlighted version to the Division of OTC Drug Products. Block followed the
procedures for submitting a request for exemption with confidential information that FDA
communicated in its August 9, 1999 Feedback Letter. In that letter, FDA stated that the
manufacturer should “make the confidentiality designation in writing at the time the
exemption request is initially made.”! FDA stated that the manufacturer must provide
reasons for designation of the information as confidential, preferably in a separate
statement since the cover letter of the exemption request will be included in the public
docket. Block complied with these procedures, submitting a cover letter with a clear and

Docket No. 98N-0337, Answér 3, Letter from Charles J. Ganley, M.D., Director,
Division of OTC Drug Products, CDER, FDA to R. William Soller, Ph.D.,
Consumer HealthCare Products Association, at 2 (Aug. 9, 1999).
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prominent statement that a request for confidentiality was included, as well as a separate
statement requesting that certain of the information in the exemption request be designated
as confidential.

In spite of the statement in FDA’s Feedback Letter that “[t]he agency will make a
decision regarding confidentiality shortly after receiving that request,”” Block did not hear
from the agency until six months after the exemption request had been submitted. We
periodically called FDA on Block’s behalf to ascertain the status of the exemption request,
but FDA was unable to predict when Block might receive a response to the exemption
request. On August 3, 2000, we were contacted by the Division of OTC Drug Products and
were told that a decision had been prepared and signed regarding Block’s exemption
request, but that FDA would not file the redacted version of the exemption request in the
Docket. We were told to delete the confidential commercial information and/or trade
secrets from the exemption request and resubmit it to the Docket. Only then would FDA
send its response to Block’s exemption request. Apparently, FDA is currently of the view
that confidential information cannot be part of an exemption request notwithstanding the
August 1999 letter. According to FDA officials, FDA is no longer following the
confidentiality procedures set forth in the August 1999 letter, although to our knowledge
this change of policy has never been communicated to industry. Frankly, we are surprised
at this change in position given FDA’s prior statements in trade association meetings
recognizing the need to protect confidential information.

Block disagrees with FDA’s recommendation that Block delete the confidential
information from the exemption request, as well as FDA’s decision not to allow the
submission of confidential information in an exemption request. However, Block is
threatened with a Hobson’s choice: Unless Block either deletes the confidential
information from its exemption request or consents to its disclosure, FDA has said it will
not rule on Block’s exemption request. Consequently, in order to move the process forward
and receive FDA’s response to the exemption request, Block has decided to waive
confidentiality for the information that was the subject of the request for confidentiality.
Therefore, Block is amending the exemption request that it originally submitted in January
with the following modifications: 1) the statement found on each page that the exemption
request “CONTAINS CONFIDENTIAL COMMERICAL INFORMATION AND/OR
TRADE SECRETS—SECTIONS REDACTED” has been removed; and 2) the
confidential information that was previously redacted has been restored.

2 Id.
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Accordingly, pursuant to 21 C.F.R. § 201.66(e), Block renews its request for
exemption from certaln of the OTC labeling requlrements in the final rule published on
March 17, 1999.% The subject of this exemption request is BC® analgesm powder (two
doses in one package). Block is presenting two approaches for revising its labeling and/or
packaging. Block is first requesting exemptions from the format requirements set forth in
Option 1. Should FDA deny the exemptions requested in Option 1, Block requests that
FDA grant the exemption set forth in Option 2. This application consists of the following
information: current labeling for the product; justification for granting the exemptions
requested in Option 1, including a complete list of all of the requested exemptions from the
labeling requirements; justification for granting the exemption set forth in Option 2,
including a complete list of all of the requested exemptions from the labeling requirements;
proposed labeling; and annotated labeling. If this exemption request is granted, Block will
promptly submit exemption requests for its similarly situated products.

Block is submitting this amended exemption request upon the understanding that
FDA will immediately send to us the decision that has been prepared and signed regarding
Block’s request for exemption from certain of the OTC labeling requirements.

If there are any questions, please contact me at (202) 737-4282.

Sincerely,

(i Al

Robert A. Dormer

RAD/MLB/dad

Attachment

3 64 Fed. Reg. 13254 (Mar. 17, 1999). Please note that the submission of this
exemption request does not waive Block’s right to challenge the legality of the OTC
labeling regulation at a later date. Moreover, Block considers its exemption request
to have been filed on January 28, 2000. Given the impending implementation date
for the OTC labeling regulation, Block has an urgent need to know FDA’s decision
with regard to this exemption request.
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L Introduction

Block Drug Company, Inc. (Block) is the leading manufacturer of over-the-

~ counter (OTC) analgesic powders. Block markets these products under the tradenames

BC®, Goody’s®, and Stanback®. These headache powders have unique packaging
properties. Each dose of powder is packaged in a glassine envelope. In the case of the
subject of this application for exemption, BC® analgesic powder (two doses), two of
these glassine envelopes are packaged inside an outer envelope that is approximately 3
5/8 inches by 2 3/8 inches. The small size of the envelope allows it to be carried
conveniently by customers. The outer envelope is shrink-wrapped to make it tamper-
evident, as well as to improve the stability of the products. Due to the configuration of
the envelope, the space available for the information required by the OTC regulation is
limited to a portion of the back of the envelope. Because the package is an envelope,
only two sides may contain printed material. The front of the package is the principal
display panel. The back side of the envelope is the only space available for the required
labeling, but not all of the back side is available because the flaps that allow the envelope
to close must contain the UPC symbol and the tamper-evident statement. Moreover, the
engineering of the flaps precludes a flow of labeling information from the back of the
package onto the flaps. See Appendix 1 for current packaging. Thus, the labeling for the
BC® two dose headache powder cannot comply with either the standard format, see
Appendix 2, or the modified format for small packages, see Appendix 3, of the OTC
labeling regulation.

The BC®, Goody’s®, and Stanback® brands are well-known, highly regarded
products that have been sold for many years, primarily in the South. The BC® brand is
more than 87 years old. Stanback® and Goody’s® have been marketed for 75 and 67
years respectively. These products differ from analgesic tablet, liquid, or capsule
remedies because of their powders’ portability, ready digestion, and customer loyalty to
the small, convenient packaging.

Block’s analgesic powders have a long history of safe and effective use. The
typical consumer of these products has been using them for many years. These powders,
particularly the two dose package at issue here, are typically sold in convenience stores
and gasmarts. Block is unaware of any consumer injury or complaints due to inability to
read the label or any other evidence that these products present a risk to public health or
safety. Powders of this type generally provide a lower-priced alternative for consumers
when compared to nationally branded tablet or capsule analgesics. IfFDA denies
Block’s exemption requests, there is a potential that some of these products will no
longer be able to be marketed, or that the cost to consumers will increase significantly.

Block has expended considerable time to investigate alternatives for its small
packages to comply with the labeling regulation. Block’s investigation revealed two
options that are feasible from both a financial and an operational standpoint. The first
option is to continue using the packaging that Block is currently using and to present all

1
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of the required information in the order set forth in the regulation with some
modifications to the formatting and type size requirements that would require exemptions
from FDA. This option is Block’s first choice. The second option is to modify the
packaging for the product by adding a flap or a fifth panel that would be folded under the
shrink-wrap and would necessitate an exemption from the provision that all of the
required information be printed on the outside container or wrapper of the package. With
this option, the consumer will still be able to view all of the labeling information at the
point of purchase because Block intends to provide all of the required information in the
required format on the tray that is placed on the store shelves to display the product.
Block believes that the product labeling under the first option is completely readable by
the consumer, and therefore Block requests that FDA consider this second option only in
the event that FDA denies Block’s exemption request under the first option.

Block’s equipment that is used to manufacture and package analgesic powder
products is extremely unique. This equipment cannot be purchased directly from a
commercial equipment manufacturer. Each piece of equipment is hand-made and
literally built from scratch by Block’s engineers. Any modification would be a difficult,
time consuming, and expensive process.

In the course of investigating a number of alternatives for compliance, Block
developed the following information regarding the cost and feasibility of the different
alternatives. Continuing to utilize the current packaging and requesting exemptions from
certain of the formatting and type size requirements (Option 1) would impose minimal
costs on the company and have little impact on operations and therefore have little, if
any, cost implications to the consumer. Adding a flap or a fifth panel (Option 2), on the
other hand, would result in an average on-going increase of approximately 13% to the
cost of goods for the BC® analgesic powder (two doses). This increase results from the
cost of modifying equipment plus the annual costs for the change in the packaging
component, a decrease in line efficiency, increased scrap, and marginal overhead.

Block also researched five other alternative methods of modifying the packaging
(tear pad, outsert label, folded card, skin pack, and riser card), but was forced to reject
these alternatives as not feasible due to marketing, trade, and operational issues as well as
the prohibitive costs associated with each method.

The tear pad alternative would consist of placing a tear pad with the required
information in the standard format on the chip board tray that currently accompanies the
product. This alternative would result in an average increase to the cost of goods of
approximately 22%. This increase results from the capital cost of purchasing new bar
coding equipment and ancillary equipment plus the annual costs for the change in the
packaging components, the increase in labor costs because additional people will be
needed to manually place the tear pad on the chip board, a decrease in line efficiency, and
marginal overhead. In addition to the costs associated with this alternative, the use of a
tear pad presents other problems that render it impractical. For example, customers may

2
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choose not to take the tear sheets with them when they purchase the product, or the
customers may discard or lose the sheets after leaving the place of purchase. Moreover,
retailers, particularly small convenience stores, may choose not to display the tear pads
because of a scarcity of shelf space or other reasons. In short, because Block cannot
assure that customers will see and read the tear sheets, Block is strongly of the view that
the cost of implementing such an alternative is simply not justified.

The outsert label alternative would consist of a folding label attached to the
outside of the shrink-wrapped package. This alternative would result in an average
increase to the cost of goods of approximately 38%. This increase results from the
capital cost of purchasing and installing new equipment plus the annual costs for the
change in the packaging components, the increase in labor costs because additional
people will be needed to run the equipment, a decrease in line efficiency, increased scrap,
and marginal overhead. In addition to these costs, the outsert label presents significant
practical problems. Block is concerned that the outsert label may be pulled off of the
package at retail which would result in an increased risk of return or destruction of the
product. Moreover, Block would also have to ensure that the glue used to attach the
outsert label will last for the full expiry period of the product. Finally, if the outsert
labels are opened and not folded back up, this will result in a clutter problem on the
retailers’ shelves which would be unacceptable to them. Again, because of the 38% cost
increase that would result from this option, Block does not believe it is acceptable in light
of the various practical problems associated with its implementation.

The folded card alternative would consist of the present package glued to the front
of a folded card that contains the information in the standard format. This alternative
would result in an average increase to the cost of goods of approximately 41%. This
increase results from the capital cost of purchasing and installing new equipment plus the
annual costs for the change in the packaging components, the increase in labor costs
because additional people will be needed to run the equipment, a decrease in line
efficiency, increased scrap, and marginal overhead. The folded card option presents
additional operational problems, including the fact that the equipment that would be
needed to implement this alternative would have to be designed and engineered because
it is not commercially available and potential problems with aligning the current package
on the folded card. Moreover, the folded card option presents the same trade issues as the
outsert label with regard to the ease of removing the labeling information from the
package. In fact, the folded cards may result in a clutter problem for retailers that is even
worse than the outsert labels because the folded cards are thicker than the outsert labels.
Thus, in light of the various practical problems that would result from implementation of
this option, Block does not view the 41% cost increase as justified.

The skin pack alternative would consist of the present package shrink-wrapped to
a large hang-tag that contains the information in the standard format. This alternative
would result in an average increase to the cost of goods of approximately 43%. This
increase results from the capital cost of purchasing and installing new equipment plus the
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annual costs for the change in the packaging components, the increase in labor costs
because additional people will be needed to run the equipment, a decrease in line
efficiency, an increase in shipping and storage costs due to the increase in the package
size, increased scrap, and marginal overhead. In addition to these costs, the skin pack
presents trade problems because the larger card and excess packaging would require
added retail space for the products and might result in a retailer carrying fewer of Block’s
SKUs. Thus, because of the 43% cost increase that would result from this option, Block
does not view the skin pack option as acceptable in light of the potential problems
associated with its implementation.

The riser card alternative would consist of the present package glued to the front
of a riser card that contains the information in the standard format. This alternative
would result in an average increase to the cost of goods of approximately 45%. This
increase results from the capital cost of purchasing and installing new equipment plus the
annual costs for the change in the packaging components, the increase in labor costs
because additional people will be needed to run the equipment, a decrease in line
efficiency, an increase in shipping and storage costs due to the increase in the package
size, increased scrap, and marginal overhead. As with the folded card, the equipment
would have to be designed and engineered because it is not commercially available, and
properly aligning the package on the riser card may be difficult. In addition to these
costs, the riser card jresents similar trade problems to the problems associated with the
skin pack. The riser card will require additional retail space for the products and mi ght
result in a retailer carrying fewer of Block’s SKUs. Therefore Block believes that the

- 45% cost increase is not justified in the face of the practical problems that would result

from implementing this option.

‘As demonstrated above, the tear pad, outsert label, folded card, skin pack, and
riser card packaging methods are not feasible from an economic, marketing, trade, or
operational standpoint. Block’s headache powders compete with the products of much
larger competitors whose brands do not solely rely on small size packages as Block’s
analgesic powders do. Finding the least costly method of compliance is critically
important to Block. Block believes the two options set forth below accommodate FDA’s
concerns while allowing Block to remain competitive in this marketplace. Accordingly,
FDA should grant Block’s exemption requests.’

Block is aware that the Alcohol warning and the Allergy alert are not in the correct
order on the proposed and annotated labeling. Block is not requesting, under
either option, an exemption from the requirement in 21 C.F.R. § 201.66(c) that the
information be placed in the order listed. Block will put those warnings in the
order listed in the regulation on the actual labeling. For purposes of this
exemption request, however, the order of the warnings does not make a difference.

4
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II. Option 1

Block requests that BC® analgesic powder (two doses) be exempt from certain of
the format requirements. As stated above, due to the small size of the package, Block is
unable to accommodate all of the required information on the outside wrapper or
container of the package using elther the standardized format, see Appendix 2, or the
modified format, see Appendix 3.> Block cannot solve this problem by just 1ncreasmg

the package size to make the required information fit because the size of the resulting

package would be double that of the current package See Appendices 4, 5. As FDA can
see with just a glance, doubling the envelope size to accommodate all of the required
labeling produced an absurd result. The enlarged package would be impractical,
unwieldy, and, quite obviously, ridiculous.

In developing the labeling it is proposing in this application, Block incorporated as
many of the formatting requirements as was practicable. Block is only requesting
exemption from the few formatting requirements that were absolutely impossible to
accommodate on its current packaging. Block believes that the resulting proposed
labeling is easily readable and is a reasonable option that complies with the spirit of the
OTC labeling regulation. See Appendices 6, 7. Block therefore requests exemptions
from the following formatting requirements.

21 C.F.R. § 201.66(d)(1) -- Justification of Subheadings

Block requests an exemption from the requirement that all subheadings be left
justified. Block requests that it be permitted to place subheadings in 21 C.F.R.
§ 201.66(c)(5) on the same horizontal line as a previous statement. Without this
exemption, Block would be unable to accommodate all of the required information. The
use of bolded text for the subheadings provides sufficient contrast that the subheadings
and their respective content may easily be read. :

21 C.F R. §§ 201.66(d)(2). (10)(ii) -- Type Size Requirements

Block requests an exemption from all type size requirements. Specifically, Block
requests that it be permitted to reduce the type size for the title “Drug Facts” from 7.1
point type to 5.6 point type, that it be permitted to reduce the type size for the headings
from 7 point type to 5.5 point type, and that it be permitted to reduce the type size for

BC® analgesic powder (two doses) meets the definition of a small package and is
eligible to use the modified format. Even using the modified format, Block is
unable to accommodate the required information in the required format on the
label of this product. Where the modified format provides a requirement different
from the standard format, Block requests an exemption from the requirement
stated in the modified format.
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subheadings and text from 6 point type to 4.5 point type. Without this exemption, Block
would be unable to accommodate all of the required information. The differential
between the type size of the proposed headings and the type size of the text is sufficient
to draw attention to the various headings. Moreover, 4.5 point type size is readable and
reasonable in light of FDA'’s decision to permit the use of type sizes smaller than 6 point
type on the labels of other products such as dietary supplements, foods, and cosmetics.
See 21 C.F.R. § 101.36(i)(2) (4.5 point type size permitted for nutrition labeling on
dietary supplements of small and intermediate size packages); id. § 101.9(j)(13) (capital
letters measuring 1/16 of an inch permitted for nutrition labeling on foods in small

P packages); id. § 701.3(p) (letter height of declaration of ingredients may be as small as
- 1/32 of an inch for cosmetic packages that have total surface area available to bear

labeling of less than 12 square inches).

oo 21 CER. §201.66(d)(6) -- Placement of Information Relative to Warning(s)

s _I—le_a(mg

¢+ Block requests an exemption from the requirement that the information described
in 21 C.F.R. § 201.66(c)(5) not appear on the same line as the “Warning” or “Warnings”
heading. Without this exemption, Block would be unable to accommodate all of the
required information. The use of bolded text and type size greater than the subheadings
and accompanying text for the heading provides sufficient contrast that the information
that follows may be easily read.

- 21 C.F.R. § 201.66(d)(8) — Hairlines

. Block requests an exemption from the requirement that a hairline precede each of
the subheadings set forth in 21 C.F.R. § 201.66(c)(5). Without this exemption, Block
would be unable to accommodate all of the required information. The use of barlines
preceding each heading and bolded text for the subheadings provides sufficient contrast
that the information contained in the Warnings section may be easily read.

Appendix 6 is an original version of how the labeling will appear with the
exemptions described above. As is evident from an examination of this labeling, the
required information is set forth with ample clarity and legibility. Option 1 is an
acceptable substitute for labeling which would otherwise be required.

IlI. Option2

_-If FDA denies the exemptions requested in Option 1, Block requests that BC®
analgesic powder (two doses) be exempt from the requirement in 21 C.F.R. § 201.66(c)
that all of the required information be printed on the outside container or wrapper of the
package.
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As stated previously, due to the small size of the package, it is impossible for the
BC® analgesic powder (two doses) to accommodate all of the required information on
the outside wrapper of the package using either the standard format, see Appendix 2, or
the modified format, see Appendix 3. Block therefore proposes to modify the current
package to add a flap or a fifth panel that would fold out to display the information that
cannot fit on the back of the current package. See Appendices 8, 9. Because the entire
package is shrink-wrapped to make the product tamper-evident, as well as to improve the
stability of the products, the information on the inside of the flap or folded fifth panel
would not be visible until the shrink-wrap is removed and the flap or panel is unfolded.

- However, this information would still be available to the consumer at the point of

purchase because Block will provide all of the information in the standard format
required by the OTC regulation on the tray that will be placed on the store shelves to
display the product. ‘

" 21 CF.R. § 201.66(c) Content Requirements

Block requests exemption from the requirement in 21 C.F.R. § 201.66(c) that the
outside container or wrapper of the retail package contain all of the information specified
in paragraphs (c)(1) through (c)(8). Without this exemption, Block is unable to comply
with the OTC labeling regulation. This option provides a reasonable method for
complying with the regulation because the information that a consumer generally needs
when making a purchasing decision (the active ingredients and their purposes, the uses
for the product, and the mandatory warnings for the product) will be visible on the
package at the point of purchase. The rest of the information, such as directions for use
and inactive ingredients, would be visible once the shrink-wrap is removed. Moreover,
the consumer will still be provided all of the required information in the required format
at the point of purchase by the tray display that will accompany the product. Thus, this
alternative balances the need FDA perceives for larger type size and other standardized
formatting requirements with Block’s ability to market a product valued by consumers
for its reasonable cost and convenient size.
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Current Packaging
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irtitability, sleeplessness, and occasionally, rapid heartbeat

fSIup use and ask a doctor if « pain gets worse or lasts more than 10 days
« new symptoms ocour « fever lasts more than 3 days
«redness or swelling is present

N ringing in ears or loss of hearing oceurs

1 pregnant or hreast-feeding, ask a heatth professional before use. Itis

| especiaily important not to use aspirin during the fast 3 months of
pregnancy unless definitely directed to do so by a doctor because it may

| cause problems in the unborn child or complications during delivery.
Keep ottt of reach of children. In case of overdose, get medical hefp or |
contact a Poison Control Center right away.

| Directions e do not exceed 4 powders in 24 hours !
« aduits and children 12 and over: piace 1 powder on ton?ue every3-4 i

or

| Pou;g, followed with fiquid. May stir powder info glass of water or ofh
igui

I chidren under 12: aska doctor !
 Other information . each powdes contains: potassium 529 mg |

Inactive ingredients dioctylsodium sulfosuccinate, fumaric 4cid, |
factose, potassium chioride
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Appendix 3

Required Information Using Modified Format on Current Package



GLUE FLAP

<
(AN
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®

FAST PAIN RELIEF

For discomforts associated with or due to

2 HEADACHES
AN ALG ESIC Temporary relief of minor
POWDERS BODY ACHES ¢ FEVER

NOILYHIdX3 ® 107

HO dYUMUINO ALIJVS I 35N LON OG

Blogk Drug Company, Inc.
Merphis, TN 38113

|Acﬂve ingredients (in each powder) Purpose,
Aspirin 650 mg. Pain refiever /
| Caffeine 33.3 mg Pain reliever aid|
 Salicylamide 195 mg Pain reliever aid,

" Uses «temporarity relieves minor aches and pains due fo:
«headaches < minor arthriis pain  +colds  « muscular aches)

» temporarily reduces fever

!
I
|
'Wamings !
| Reye syndrome; Children and teenagers should not use this drug for i f
chicken pox or lu symptoms before a doctor is asked about Reye
j Syndrome, a rare but serious iiness reported to be associated with i 1
P
1
i

L1111

—— — -

aspirin.
| Alcohol waming: If you consume 3 or more alcohalic drinks every day,
ask your doctor whether you should take aspirin or other pain
] relievers/fever reducers. Aspirin may cause stomach bleeding.
Allergy alert: Aspirin may cause a severe allergic reaction which may
include: «hives ~ ~faciai swelling  ~asthma (wheezing)  «shock
I Do not use if you have ever had an allergic reaction to any other pain
| reliever/fever reducer

Ask a doctor hefore use if you have «asthma < ulcers
|+ avleeding problem  » stomach problems that last o come back such |
as heartbum, upset stomach ar pain

RSk a doclor or pharmacis! efore use Il you are taking a prescription -
| drug for: »gout  diabetes  « anticoagulation (blood thinning) ]
« arfhritis
| When using this product limit the use of caffeine containing drugs, ~ §
foods, or drinks, because too much caffeine may cause nervousness,
| irvitabifit, sleeplessness, and occasionally, vapid heartbeat |
|
i

dv1d N9

e e -

SK-DIGIT CODE

Stop use and ask a doctor if + pain gets worse or lasts more than 10 days
« fever lasts more than 3days  » redness or swelling is present
* new symptoms occur < ringing in ears or loss of hearing occurs

l If pregnant or breast-feeding, ask a health professional before use. It is

i espectally important not to use aspirin during the last 3 months of i
pregnancy unless definitely directed to do so by a doctor because it may

| Gause problemns in the untom child or complications during delivery.
Keep out of reach of children. In case of overdose, get medical help or

| contact a Poison Control Center right away. |

Directions « do not exceed 4 powders in 24 hours
1+ adults and children 12 and over: place 1 powder on tongue every 3 - 4 hours,
followed with liquid. May stir powder into glass of water or other liquid.
| children under 12: ask a doctor I

| Other information « each powder contains: potassium529mg |

, Inactive ingredients dioctylsodium sulfosuccinate, fumaric acid, |
lactose, potassium chioride
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Appendix 4

Required Information Using Standard Format Increasing the Package Size



®

FAST PAIN RELIEF

9 HEADACHES

ANALG E S l C Temporary relief of minor
POWDERS BODY ACHES ¢ FEVER

Drug Facts

Active ingredients (in each powder) Pumose

Aspirin 650 mp. .. Pain reliever

Cafleine 33.3 mg. Pain religver aid
icylamide 195 mg, Pain refiever aid

Uses + temporariy relieves minor aches and paits due (0:
«headaches  ~minor arthritis pain  « colds  » muscular aches
« temporarily reduces fever

Warni
Reye syndrome: Children and teenagers should not use this drug for chicken pox or flu symptoms hefore a doctor i
asked about Reye Syndrome, a rare but seriaus itniess reported to be associated with aspirn,
Alcobat waming: If you consume 3 or more aicohalic drinks every day, ask yaur doctor whether you should take
asirin or other gain relievers/fever reducers. Aspisin May tause stomach bieeding.
Allgrgy alert: Aspirin may cause a severe atiergic reaction which may include:
rhives - fachalswelling  «asthma {wheszing)  » Shock
Do ol use if you have ever had an allergic reaction to any other pain reli reducar
sk 2 doctor before use i you have +a bleeding problem  asthma  « lcers
- Storach probiams that tast o come back suth 2s heartburn, upset stomach or pain
Ask a dottor or pharmacist before use if you are taking a prescription drug for:
~gout e diabeles i ion blood thinving) ~  arthritis
When using this product limit the use of caffeine containing drugs, foods, or drinks, betavse 100 much caffeine may
cause . imitabiity, sl and oceasi rapid heartheat
‘Stop use and ask a dovtor if + pain gets worse or lasts more than 10 days  «fever lasts more than 3 days
+ringing in ears or loss of hearing accurs « redness or swelling is preseat
«new symploms ocour
It pregaant or breast-faeding, ask a heafth professional before use. (115 especially important nol to use aspirin during
the tast 3 months of pregnancy unless definitely directed to do so by a doclor because it may cause problems in the
unbom child or complications during delfvery.
Kaep oul of reach of childrer. In case of overdose, get medical help or contact a Poison Contro! Genter right away. B

Directlons « to not exceed 4 powders in 24 hours

«adults and children 12 and over: place 1 powder gn tongue every 2 - 4 howrs, followed with figuid. May stir powder
into glass of water or other liquid,

» chifdren under 12: ask adoctar

Other information «sach powder contans: potsssium52.8 g

pany. n

Block Drug Comy
Memphis. TN 38113

Title: 8.1 pt.
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Appendix 5

Required Information Using Modified Format Increasing the Package Size
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Drug Facls = P TRbon e ]
Aclive ingredients {in each powder) Puspose

| Aspirin 650 mg. Pain reliever |
Caffeine 33.3 mg. Pain relieveraid '

1 Salicylamide 135 mg. Pain reliever aid

" Uses + temporarily setigves minor aches and pains Gue to: i
oheadachies «minor athrtis pain  +colds  « muscular aches
~temporarily reguces fever

Wamings

Roys syntrame: Children and teenagers shoukl not use this drug for chicken pox or fiu symptoms tefore a

doctor Is asked about Reye syndrome, a rare bul serious iiness reported o be associated with aspirin.

Alcahol waming: it you consume 3 or more aicoholic Orinks every day, ask your doctor whether you should take

aspirin or other pain refievers/ever reducers. ASpirin may cause stomach Bleeding.

Allergy alert: Aspirin may cause a severe allergic reaction which may include: < hives  » facial swelling

+ asthma (wheezing) «shock

, Do notuse it you have ever had an allergic reaction to any other pain reli reducer

| Fska @octor hiafore Usa 1 you hava + 3 Dleeding problem e astma _« ulcers }
«stomach problems that fast or come back such as heartburn, upset slomach or pain ’

Asica doctor o pharmacist before usa i you are taking a prescription drug for: +gout  + diabetes
{blood thinning) ~arthritis

Whan using this product fimit the wse of caffeine containing drugs, foods, or drinks, because too much caffeine
may cause , irritablity, and Tapid heartbeat
Stap use and ask a doctor il + pain gets worse or Tasts more than 10days - feverlasts more than 3 days |
«ringing in ears or foss of heaning ocours « redness or swelling is present
«new Symptoms oceur
it pragnani or breast-feeding, ask a heafth professiana! before use. I is especially important not to use aspirin i
during the last 3 months of pregnancy untess definitely directed to do so by & doctor because it may cause
i roblems in the unbomn child ar complications during Gelivery.

e aut of saach of childres. In case of overdose, get megical help or contact a Poisan Control Center right away.

" Directions + oo not exceed 4 powders in 24 hows ]
] « aduts and chikdrer 12 and over: place 1 powder on tongue very 3 - 4 hours. followed with liquid. May stir f
* powder into glass of water or other liquid.  « children under 12: ask a doctor

i Other information - each powder contains: polassium 52.9 mg
"Inactive ngredients dioctylsadiurn sufasuccinate, furmaric acis, lactose, polassium chioride !

Title: 7.1pt.
Headings: 7pt.
Sub-Headings: 6 pt.

Body: 6 pt. Project Number: BCeG15 §
Leading: 6pl. File Name: BC 2's x-large/modified
Font: Helvetica Condensed  Revision: 1
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Appendix 6

Option 1 - Proposed Labeling
- Type Size Reduced and Format Revised to Accommodate Information on Package
of Same Size as Current Package




~HY3L I8,

HO AVUMHIAO ALISVS dI 350 LON 0a i

FAST

NOILYHIdX3 ® 101

"NHOL HO DNISSIA S| IV

GLUE FLAP

PAIN RELIEF
For discomforts associated with or due to

HEADACHES

Temporary refief of minor

BODY ACHES « FEVER

Pain reliever aid

Pain reliever aid /

*temporarily relieves minor aches and pains dug ty;  » headaches  «minor arthrits pain i
reduices fever

coids _»musscular aches

Wai Reya syndrome: Chikdren and leenagers should riot use this gt for chicken pox or !
{u symptoms before a doctor R 2 rare but i ed to
be 2ssogiated with aspirin. Aleohol warning: If you consume 3 or more aloohofic drinks every ]
2y, ask your doctor whether you should take aspirin or other pain Telievers/lever rectucers. Aspirin
ay cause stomach bleeding Aliergy alert: Aspirin may cause 2 severe allergic reaction which
may include: shives  sfarial "
ver had an aflsrgic %cmlm o any other pain relieverflevar ; ucer. Ask a doctor before e if
*tiloers faedi

you have « asthma

»stom; last or comme
such as hearthum, upset stomach or pain. Ask a dotor 0r phamacist before use it you are ‘
king & prescription drag for: egout diabetes . anticoagulation (blood thinning) ~ « arthritis,

using this produt

Aotto

E,l»,’\a aly
3 3 . e, 2 directed to o so by a doctor becaurse #t may cause problems in the unbom child or compiicagons |
! : i b R e L e, R uring delivery. Kaep out of reach of children. !nmseoiwerduse.qetmdimlhﬂpnrmma
B R " : ‘Poison Control Canter right away. ]
Dimcﬁnm-domla(ceeddmwdeminzdmms‘ » adults and children 12 and over: place 1
‘powﬂs_r On tongue every 3- 4 hours, Mm with fiquid. May stir Powder into glass of water or l
X,

Other liguid. _» chikdren under 12: aska
Other infotmalion « each gowder sonfains: potassum 529 mg \
dnastive ingradients docyisedn suosyoiete, et i, s, g e

foms occar
heating occurs. Hf pregnant of braast-feeding, ask a healh professio
iy

« lemporari

svling  astima(wheezing)  » shock, Dumluuﬂyoumve}

e containing drugs, foods, or drinks, bacause too 1
I ity steeplessness, and occasionally, rapid heartbeat,
* pain gels worse of lasts more than 10 days < fever iasts more
eling s presenl+new symt -rin?ing inears orloss |
nal before uss, Itis
e apirin during the 1ast 3 monds of pregnancy unless defiritely

dY14 3N79
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Appendix 7

Option 1 — Annotated Labeling



_Sub-headings, body copy and leading
reduced fmm 6pt. to4.5pt.

NOILYHIdX3 % 107

"MHOL HO ONISSIA S) 3dVL-HYIL o4,
HO dYHMEIAO ALIHVS H 350 LOR OQ

2

POWDERS

Title reduced from
7.1pt. 10 5.6 pt.

ANALGESIC

For discomforts associated with or d

HEADACHES

Temporary relief of minor

Il

|/

h

10158700703

FAST PAIN RELIEF

BODY ACHES * FEVER

Cafleine 33.3

Do Fats T S

%Acl%ai retients {In each powder) Purgose

> i BS%an o Paichin_reliev:jr |
inr

Salieylamide 196 mg

Pain reliever aid

All heatlings reduced
from 7 pt. to 5.5 pt.

Us8s « temporariy relives minor aches am)ains dueto:  «headaches
ices fever

foods »musculr aches s lempotarily
> Wamings Raya syndrome: Chikiren:and leenagers should not ues fiis drug for chicken pox or!

fu sympg;fns before a doctor is asked ahout Reye syndrome, a rare but serios iiness reported o

e .
*minor arthrits pai !

associated with aspirin. Alcohol warning: If you consume 3 or more aloeholic drinks every ¢
day, ask your doctor whethar you should ke aspirin or other pain refievers/fever reducers, Aspirin *

may cause stomach beeding, Alte :
may include: shives  ofacal sweling « asthma (wheezing)

1 : ic reaction which

=shock. Do ot usaf you have|

ever had an allergic reaction bo sty other pain relievar/tever reducer. Aska doctor before s it

0 have *ulcers ea bleeding problem  +stomach problems thatlast or come f

stich as hearthum, upset stomach of pain, Ask a doctor or phariacist bafors ise if youare

foking 2 prescription drug for: sgout  « diabetes *anticoagulation (blood thinning) e arthritis.
When using This product limit the use of catfeine containing drugs, foods, or drinks, because loo i
much caffaine may case hervousness, irritabiity, sleeplessness, and occasionaly, rapid heartbeat,
Stap use and ask a doclor f + i gets worss or lasts more than 10 days  »fever basts more
than3days  «redness o mgrspresem *Dew symptoms occdr < inging in ears or Joss |
‘of heating occurs. If pragnant of broast-deding, ask a health professional be i
‘especially important notto use aspirin during the kast 3 months of i

i 0 because it may cause problems in the unbom child or complications
during delivery. Kesp out of reach of children, In case of overdose, got medical help or contact a .
¥

ison Gontsol Center right away.
Diractions + do ot exceed  powders in 24 hows+ dults and chidren 12 and over: phace 1
‘sowder on tongue every 3 - 4 hours, followed with figuid. May stir powder into glass of water or
otherliguid. e chikdren under 12: ask a dockor. !

{Other Inlgrmation « eath powder containn: poeskom 529 m

Title: 5.6 pt.
Headings: 5.5 pt.
Sub-Headings: 4.5 pt.
Body: 4.5pt. .
Leading: 4.5 pt. Project Number: BCe015
Font: Helvetica Condensed File Name: BC 2'sefinal
- Bullets: 5 pt. Revision: 3
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Appendix 8

Option 2 - Proposed Labeling
Package Flap Includes Required Information on Interior and Exterior of Flap



FAST PAIN RELIEF

For discomforts associated with or due to

2 HEADACHES
ANALGES\C Temporaryreliefofminor L
_ POWDERS BODY ACHES ¢ FEVER

e



o
<C
—
(S &
LLt
oD
—
(4>

\Active ingredients {in 6ach powder) _Puipose
;Aspirin 650 mg. Pain reliever

Caffeine 33.3 mg Pain reliever aid

B LT el ————— | ] (-1

\USBS « femporarily relieves minor aches and pains due t0:
«headaches  «minor arthritis pain ~ « colds
i «muscular aches
« temporarily reduces fever !

———

‘Wamnings

1Reye syndrome: Children and teenagers should not use this drug for
“chicken pox or flis symptoms before a doctor is asked about Reye ¢
isyndrome, a rare but serious ifiness reported to he associated with
aspirin.

{Aigohol warning: If you consume 3 or more alcohiolic drinks every
day, ask your doctor whether you should take aspirin or other pain
Iralievers/ever reducers. Aspirin may cause stomach bleeding. .
Allergy alert: Aspirin may cause a severe allergic reaction which may*

linclude: +hives ~ +facial sweffing ~ +asthma (wheezing)  »shock,

L v md w I

. —eraar) ALBSYS Al IS LON OO
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Appendix 9

Option 2 — Annotated Labeling



-

GLUE FLAP

Y3IA3d - SIHOV AQO4

GLUE FLAP

~redriess or swelling is present
It prognant o i Itis
i jin dring i

pecilly
pregrangy

Kmpulmmw of shildmn. hmse of ovemose get medical help o
contact 2 Peison Contral Gemter fight

jons «donat exoemlpowﬂens 024 howss
« adults and chikiren 12 and over: place 1 powder on tongue every 3 -4
hours, followsd with liguid. May stir povider infe glass of water or

qher kqui
+ chikren under 12; aska doctar

Ll AL
Othar information « exch powder contns: potessum 529y

Wamim

Inactive ingredients docyisodum uosuconat, o,
faptoss, polassium chioride

Jouity 40 jaias Kioiodwia)

SIHOVAVIH

01 30 10 YYM PIIDIOSSD SHOJUIOISIP 104

431738 NIVd LSVd4

Drug Facls

Active Ingredients (in each powder) PunuI
G 3 i 38
Salicylamide 195 my.. . Pain refiever aid

Us8s « temporariy relieves minor aches and pains due to:
<headaches  +minor athrtis pain - colds
« musculgs aches
» lemporarily reduces fever

‘Reya syndrome: Chiidsen and teenagers Shoukd nat use tis drug for
chicken pox of flu symptoms before a doctor is asked about Reye
syadrome, a rare but serious illness reporled to be:

aspirn.

1l you consume 3 of drinks every
day, ask your doctor whethe you Should take aspirin of other pain
relievers/lever reducers. Aspirin may cause stomach bleeding.

Alergy alert: Aspirin may cause a evers aflergic reaction wmch may
include: «hives  «facial sweflng  +asthma {whegzing) - shock
v

Dy Facts {cont'd)

Do not use if you fave ever had an allergic reackion 1o any other pain
refieves/fever reducer

Ask 3 doctor befora use il yau have -a bléeding prodlem

sasthma s ucers tomach problems that st
01 £oMe back such as heartburn. pain

dg for: »antcoagulaton (bood tanming)  ~gout »diabeles
ity

00ds,or ks, becausstoo much cafine may cause DeNOUSTESS
iriat lpgglessn naly. rapid heartbeat

!
t
!
1
{
t

I
\

SHIAMOd
OISBS'IVNg

DO NOT USE IF SAFETY OVERWRAS OR

at point of purchase

Panel concealed by flap;
3 copy not visible to consumer

“BC" YEAR-TAPE IS MISSING OR TORN.

LOT & EXPIRATION

Flap copy visible to consumer
at point of purchase

Reverse side of flap; not visible to
2 consumer at point or purchase

Stop use and sk a doctor in 2ars orloss of heanng oceurs
*New SYmPIOmS o0Lur « fever lasts move than 3 days
=i gets worse or ists more than 10 days
GLUE FLAP
Tilte: 8.1 pl.
Haadings: 8 pl.
Sub-Headings: 6 pi.
Body: 6pt. Prnlectuumhar BCe015
Leading: 6.5t File Name: BC 2'sestandard
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