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PhRMA continuesto be supportive of effortsto utilize standardized bar
codes down to the unit of use level on drug and biologic products as part of the

initiativeto reduce medication errors.

Current printing and scanning technology allows for the application and
reading of a bar code on the label for all but the smallest primary containers.

PhRM A encouragesthe use of a standard bar code and data structure for
encoding the National Drug Code (NDC) number in these applications. The NDC
number isauniqueidentifier for the manufacturer (or distributor), thedrug
formulation, and package size and type. In addition to the currently used Uniform
Product Code (UPC) and Code 128 symbologies, PhnRMA also endor ses the Reduced
Space Symbology (RSS) and the 2-D code DataM atrix.

Based upon the current state-of-the-art technology available for
incor porating bar codes on small container labels, it may be necessary to amend
current FDA text requirements so that certain human readable infor mation now
required to beon all primary drug or biologic container labels be exempted. This
will provide sufficient space to print a high quality, machine-readable bar code and

mor e prominent human readable text to help to reduce medication errors.

If ther e wer e agreement on the above conditions, it would be possible for
phar maceutical manufacturersto extend the use of machine-readable bar codes on

container labelswherethereisavailable space and to have those bar codes on such
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container labelswithin two to three years. For container labels wher e the necessary
spaceisnot readily available, the feasibility of incor porating the NDC number into a
machine-readable bar code, and the timing for itsimplementation would require
further discussion with the Food and Drug Administration regarding its
requirements and procedures for handling exemptions and supplementsfor label

changes.

The present technology islimited in its ability to support the application of
machine-readable bar codes incor porating additional infor mation beyond that
contained within the NDC number, such as product lot number and expiration date.
The material benefit of a bar coded lot number and expiration date to achieve a

reduction in medication errorswarrantsfurther discusson among stakeholders.

Asarecent paper from the National Coordinating Council for Medication Error

Reporting and Prevention cites:

“Further research is needed to quantify the safety and cost-effectiveness of
bar coding in the medication-use process and should be undertaken before
their universal incor poration into these processes. The use of bar coding
technology as a mechanism to improve medication safety should be
implemented incrementally with car eful planning and given thoughtful

deliberation for cost, cultural, and implementation issues.”*

PhRMA is prepared to convene a group of interested stakeholdersfor the
purpose of conducting the recommended needs assessment and evaluation of this

further application of bar code technology for human drug and biologic products.

! “Promoting and Standardizing Bar Coding on Medication Packaging: Reducing Errors and Improving
Care,” aposition paper prepared by the National Coordinating Council for Mediation Error Reporting and
Prevention; June 27, 2001
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Welook forward to working with the Agency and other health care
stakeholdersin effortsto improve patient safety.
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PhRMA RESPONSE TO FDA QUESTIONS
REGARDING BAR CODE LABEL REQUIREMENTS FOR HUMAN DRUG AND

BIOLOGIC PRODUCTS

Questions Cited in Federal Register / Vol. 67, No. 117 / Tuesday, June 18, 2002 / Proposed Rules/ Docket No. 02N-0204

A. General Questions Related to Drugs and
Biologics

Which medical products should carry a
bar code? For example, should all
prescription and over-the-counter (OTC)
drugs be bar coded? Should blood
products and vaccines carry a barcode?

PhRMA Response

All prescription medications and
vaccines (except for clinical supplies
and physician samples) supplied to
hospitals should carry bar codes.

What information should be contained in
the bar code? What do you consider to be
critical bar code information that will
reduce medical product errors? If data
exists, please provide it for the record.
What information would be helpful but
not necessarily critical, for reducing
medication errors? Provide data

The NDC number should be the
primary information contained within
the bar code. Thisnumber isalready
required by FDA regulation and isa
unique identifier for the product. Use
of appropriate scanners, data base
systems, and nurse and physician
practices can lead to areduction in
medication errors. Asfar asPhRMA
isaware, thereisnegligible data on
whether encoding secondary
identifiers such aslot number and
expiration date will markedly
contribute to medication error
reduction.

Considering current scanners and their
ability to read certain symbologies, should
the rule adopt a specific bar code
symbology (e.g., reduced space
symbology (RSS) and 2-dimensional
symbology)? Should we adopt one
symbology over another, or should we
allow for “*machine readable’’ formats?

The rule should not specify a single
symbology. Current new scannersare
capable of reading different
symbologies. The symbologiesthat are
widely used are UPC and Code 128.
To comply with this potential
regulation, RSS and 2-D DataM atrix
ar e also recommended because of their
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What are the pros and cons of each
approach?

reduced size. If asingle symbology is
used, it will significantly reduce the
ability to comply quickly since more
artwork will requirerevisonsfor the
industry as a whole (especially since
different companies have already
adapted to either UPC or Code 128).

Assuming that we require bar codes on all
human drug products, where on the
package should the bar codes be placed?
Are there benefits to placing bar codes on
immediate containers, such as the bottles,
tubes, foiled-wrapped tablets, and
capsules, found inside prescription or
OTC product cartons? Is there away to
distinguish whether certain containers
with a bar code will have amore
significant effect on preventing errors than
others?

The greatest benefit isthe use of bar
coded NDC # on all levels of
packaging. Thereisrelatively no
technical issuein printing an NDC

bar code down to the unit of use level as
it ispreprinted. If space constraints
can be over come through either
providing relief of other repetitive
label copy (e.g., container label with
outer carton) or allowing various
symbologiesto be used there should be
NO issue whatsoever. The location of
the bar code should generally be left to
the discretion of the manufacturer.

What products already contain bar codes?
Who (i.e., hospitals, nursing homes,
outpatient clinics, retail pharmacies, etc.)
uses these bar codes and how? Aswith all
comments, if data exists, please provide it
for the record.

Wherethereissufficient printing
space, most pharmaceutical SKUs
distributed within the USA carry a
UPC symbology for the NDC #. Thisis
currently used within the
wholesale/retail supply chain.
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PhRMA RESPONSE TO FDA QUESTIONS
REGARDING BAR CODE LABEL REQUIREMENTS FOR HUMAN DRUG AND
BIOLOGIC PRODUCTS

Questions Cited in Federal Register / Vol. 67, No. 117 / Tuesday, June 18, 2002 / Proposed Rules/ Docket No. 02N-0204

B. Medical Device Questions PhRMA Response

1 Should medical devices carry abar code? | Stakeholdersother than PhARMA are
What information should be included in better positioned to addressthe

the bar code? For example, unlike drug questionsin this Section.

products, medical devices do not have
unique identifier numbers.

2. If medical devices are bar coded, should
all medical devices, or only certain
devices be bar coded? For example,
tongue depressors, syringes, and crutches
are medical devices, but perhaps do not
need a bar code.

3. Should reprocessed, repackaged,
refurbished, or multiple-use medical
devices be bar coded? Who should be
responsible for generating and applying
the new bar codes and how should these
barcodes be different from the original
manufacturers bar codes?

4, What public health/patient safety benefits
can be derived from bar coding medical
devices? If data exists, please provide it
for the record.
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PhRMA RESPONSE TO FDA QUESTIONS

REGARDING BAR CODE LABEL REQUIREMENTS FOR HUMAN DRUG AND
BIOLOGIC PRODUCTS

Questions Cited in Federal Register / Vol. 67, No. 117 / Tuesday, June 18, 2002 / Proposed Rules/ Docket No. 02N-0204

C. General Questions and Economic Impact

Questions

PhRMA Response

Will bar code printing costs cause you to
modify your packaging choices, such as
reconsidering the use of blister packages
or influencing future package choices? If
so, how?

PhRMA believesthat if the regulation
proposes only the NDC number, few
modifications will be necessary. If the
regulation includes other information
such as Lot Number and Exp. Date,
companies may reconsider the
packaging choices due to space and
feasbility of the package to encode all
the information specified.

Have you implemented bar code
technology in your product line? If so,
what elements and symbology are
included in the bar code?

PhRMA member companies have
incor porated bar code technology on
many current packages. Symbologies
used include UPC and Code 128. On
many productswherethereis
sufficient space, an NDC number bar
codeis present.

If you manufacture and bar code products,
how do verification requirements for bar
codes affect your ability to add bar codes?
How much barcode verification is
appropriate as part of the quality system?

If companies preprint a bar code, good
prepress, printing and incoming
inspection practices can be used to
ensur e a high degree of scan-ability
and that it is correct. However, all
variable information printed on line
requires a high level of on line
verification that the information is
legibleand correct. If thebarcodeis
printed on-line, companies will need to
verify correctness of each barcode
printing (asthey do with the variable
human readable). Companieswill
haveto validate the system to ensure
these bar codes afford a high degr ee of
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scan-ability and verify routinely with
iN-process inspection.
4, Can bar codes be produced with a dose No, there are limitations with current

specific unique identifying number, lot
number, and expiration date at your
highest production line speeds?

technology such that it isnot likely
that all threeidentifierscan be printed
on lineat current production line
Speeds.

5. What equipment solutions are vendors
offering to manufacturers for bar coding
or scanning? How quickly can such
systems run? What type of packaging line
IS equipment used for?

Presentations of on-line printing and
scanning systems for variable barcode
information have not adequately
demonstrated their ability to print
labels at the current highest line
Speeds.

6. What is the expected rate of technology
acceptance in all health care sectors of
machine-readabl e technologies? What are
the major inhibiting factors to the current
use of machine-readabl e technol ogies?
What would be the expected benefit of
using machine-readable technology in the
delivery of health care services (including
drug products)? What would be the
expected benefit of machine-readable
technology for other potential uses (e.g.,
reports, recordkeeping, inventory control,
formulary setting, etc.)?

This question ismorereevant to
stakeholders other than PhARMA.

7. Assuming afinal ruleisissued requiring
bar coding, when should it become
effective? For example, would some
industries or products require more time
than others to comply with a bar coding
requirement? Would a certain compliance
time sharply reduce costs of relabeling?

If the requirement isa unique number
likethe NDC #, it may be implemented
in two to three yearsfor labelsthat
have space available.

If variable infor mation such aslot
number and expiration date are
required then about five yearswould
be required and significant equipment
changes are anticipated.




