08/13,02 13:10 FAX Aoo2

<

(202) 224-3264

T )Ml g‘wﬁﬂm N TTV (202) 2284633
Tom_Harkin@Harkin,Senste,Gov
COMM|TTCES:
. AGRICULTURE
3
~ MAnited States Senate J——
WASHINGTON, DC 20510-1502 SMALL BUSINESS

LABOA AND HUMAN
RESOURCES

May 22, 2002

Lester Crawford

Deputy Commissioner, Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Craﬁford:

Enclosed is a letter from one of my constituents who has
a concern over the administration's policy on medication
labeling. I respectfully ask you to review the administration's
policy on this issue and send me a clarification so that I might
be able to respond to my constituent's questions. It would be
helpful if you could mark your correspondence with my office to
the attention of Kristy Anderson.

Thank you in advance for your assistance on this matter.

Sincerely,

5

Tom Harkin
United States Senator
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Senator Tom Harkin
350 West 6th Street, Rm 315 _
Oubugue, IA 52001 N R
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_Subject: " Easily ﬁéa'aablé-!_abels of Medicines to Insuré Corsect Usage

Dear Senator Harkin:

1. Was there a simple mistake in production so labels ware not appflied?’
2. Did common sense get dropped in lieu of a cost cutting measure?
(At what cost to the customer?)

that when warking with medicines, 'all' users must be considered.
T 4. Describe the physical characteristics of most of the customers whe use

this product. ' :

a. Is there a particyjar age segment? N :

b. Presuming this is an older age Segment, could we generally project any
difficulty for these Peopie in reading the new Packaging without
labels? (1 have difficuities asitis..l) . -

5. If the medicines are not taken appropriately because they cannat be
adequately identified one from the ather, will the medicines

then asking Customers sincerely that if they had difficulties reading the labels, to call an
800 number at the manufacturer's office, or, Have a readable post card by which they-
could forward their appraval or dissapproval? . '

I'am asking Someone, somewhere Please reconsider putting 'easily readable labels on
these liquid Packaging medicines' again. :
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3-4-2002...Inadequate Liquid Medicine Lébelling, continued
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Thank you for your consuderahon. P|ease let us know of any quest:ons
Sincerely, .
udy Schultz (daughter) Vlol"et and Charles Schultz (parents)

_ Products needing to be addressed: - ° —_— T
1.) IPRATROPIUM BROMIDE, inhalant, 0.02%, manufactured by Automatic Liquid
"Packaging for Alpharma USPD, Inc.

2.) ALBUTEROL SULFATE, inhalation solution, 0.082%, manufacturered by Automatic
Liquid Packaging for Aphama USPD Inc.

Capies of this carrespondence are going to:

Dr. Matthew Kirkendall John Mulert, Pharmacy Manager

Dubuque Intermai Medicine Clinic Mercy Family Pharmacy
John Brda, Regulatory Director - Donna Williams
Automatic Liquid Packaging - Alpharma
2200 Lakeshore Drive . "10065 Red Run Blvds
Woodstock, IL 60098 '~ Owings Mills, MD 21117
815-338-9500 - 410-298-1000 x 1299
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72 ALP

U.S. Pharmaceuticals Division

May 31, 2002

Judy Schultz

RE: Albuteral Suifate Inhalation Solution, 0.83%
ipratrapium Bromide inhalation Solution 0.02%

Dear Ms. Schultz:

This s in rasponse to your call of February 25, 2002. Wa are sorty that you may have had a
negative experience with our products and have reviewad your comments regarding the difficulty
you experience with thase praduct’s packaging. We wouk like fo take me-to -dfira‘ss
your concems. Your comments about the confusion that you experlance in differentiating
betwesn thase products have bean passed on to both our Labeling Dapartment and Markating

Departments.

These respiratory care products are designed In this manner to permit the packaging of a sterile
product. The product cartons and foil packages are clearly marked with the product name and
dosags, As the unit-dose vial has been designed to pravide a starile product, the product name,
lot number and expiration date are embossed In the plastic. The raised letters that ars part of the
vial can never bescome smeared or defaced through normal handling or wetting and are always
present and Jegible. These raised letters also provide a textured surface to assist in gripping the
vial when opening by twisting off ths top,

in addition, these products are packaged in easy tear foll wrappers. The foil serves to profect
these products from light. It ls Important to always keep the unused vials in the foll envelope to
prevent any possibliity of product dagradation from exposure to light and to help prevent errors in
dlspensing medications in vials.

The FDA has approved tha packaging components and labeling for both products. Our
packaging for each product meets or exceeds all current regulatory requirements. The exterior
packaging is clearly marked with the product name, contents, snd dosage, The Indlvidual vials
are packaged In a foil pouch that protects the product fram light. Color coding of the outer boxes
and foil wrapper (blua for Albuterol and green for Ipratropium) should alleviate any confusion
between the products. Additionally, the top of each vial is stamped with a large "A” for Albuterol
and an “I" for Ipratropium and the full product name Is stamped ints the body of each vial,
Keeping the vials in their packaging until you take the medicine is recommanded and should help
you better identify the products.

Thank you for having contacted us with your concerns, If you have any further questions or
conceme please do not heshate to contact us at 800-638-3096 Ext. 1299 and refer to PSF20360.

Sincerely
PHARMA USHP

m
Donna Williams, R.Ph.

Profassional Services Q/Jﬁ

alpharma USPD Inc. 10065 Red Run Boulevard Td (410) 2981000  C-5658, PSF20350
Owings Mills, Maryland 21117 Fax (800} 772-2773
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S\P MEDICATION SAFETY ALERT!

©2002 Institute for Safe Medication Practices
(ISMP®), a nanprofit organization

Subscriber Motfine: 1 800 FAIL SAFE

E-mail: lsmpinfo @ismp.org

Volume 7, lasue 10

May 15, 2002

Educating rhe healthcars commursty

about safe medication praciices

% Atrocious labeling of plastic ampuls needs

action now by FDA and manufacturers . N .
Problem: For nearly a decads, practitioners have baan reporting concerns with the labels on respiratory thempy medieatons packaged in
plastic (low density polycthylene - LDPE) ampuls, making this one of the mors frequent praduct ?nhlnnu reporicd o the USP-ISMP
Medication Equra Roporting Progmm, Thase soncerss ar well oonded Many products fam venoud muf-lnlms (Mpln.ma. )
AstsZunsee, Dey Laba, Genentech, Nspiwon, Roxane, Scpracor, Zenidr-Coldline, and others) ars packaged m'lm'k-chh plustic smpuls with
litde difforwnen in shape or color, Evets worsc, the ampuls have the drug mme(s), swength, iot number sad expimtion date srabossed into the
plastic In ransparers, raised lexters, meking it vicrally impossibie o resd,

Prectitioncrs have reported confusion between plastic ampuls of ipratropium (ATROVENT?), alburcro| (PROVENTIL} levalbuscrol
(XOPENEX), budesoaide (PULMICORT RESPULES). domase alfa (PULMOZYME), xad crumolyn (INTAL). Sex qur web site for
pictures. Suff may not notice thet & newer product DUONER, contalns both |pratropium and albuterol beeause tha labol is s0 hard to read.
Some produces in plastic ampuls, Ullos Palmicart. Xopenex. and ACCUNER (albuterol). also are available in mulriple dosage stengdhs, but
poorly visible lebels make it herd ®© fell the diffcrence. The risk of & mix-up s heightoned if staff keap varicus respirabry medications in their
lab coat packets or miveced togother in & “respintoty bin”in s refiigomtar. To maka maters worse, some meguficiurers (AstaZenecs, Avito,
Vital Signs) have introduced imectadls products, such a1 heparin for [V Bush use and NAROPIN (ropivacaine), s local ancsthetio, packaged
in LDPE ampuis that casry the same risk of ervor due % the poarly visible labels.

Safc Pracce Recommandation: There's oo devbs that better labeling of plastic ampuls is loag overdue, So why has FDA allewed
manufocturers o produce tese products with unreadable, embossed labels? Lf ¢ paper 1abel i3 affixad to the smpul, orif the |abm| Informasion
is embossed into the sropui using Saloced inks, there's concern that corin volatiles in tie inks, edbesive and/or paper may ingress inta the
LOPE ainpuls and pascnidslly harm paciencs. Whila this cencer is cenainly valid, an unreadable embassad Jabel is an unsccepmble 3o|ution,
even remporarily. If colored ink of puper Jabels o the body of & LDPE ampul is aot safo w this Ema, then FDA ahould requtire quch [abeling
on the flasking portion of the ampul thax docx not come inta contact with drug solution. While thit may tequire manufacturers to redesign the
ampul's shape and retoo] the equipment used o produce it, the only aafe sltematve would be o disallow the use of LDPE ampuls.

Meanwhils, whea czher packaging siternatives wst (aspucially $or injeciablen). practifioners 3od group purchasing organizations should
avaid using produsts pecioged in LDPE ampuls with ambossed labels. For now. Dey Labs offers generic respiratory products (ipragropium,
albuterel, eromelyn, and metaproterenal) in LDPE ampuls with readable, paper Jabels axed, FDA is allowing Dcy Labs to continuc to
produca thas producss in plavic ampuls with psper labels uril more information is available (FDA will oot allow Dey Labs to ziix paper
Jabels on newer products such a3 DucNeb). Easure thaz pharmacy staff crder ail respiratofy medicaticas and alers the magufacturers to ship
the products separately (including differeat strengths) in well-marked baxes w promot sesumma placement into songe. Keap the plaxtis
ampuly in an outer package, which may be labeled mere ¢learly, 2nd avsid sworing respirstory medicasions tageher in & single bin or lob coat
pockets, If feasible, affix suxiliary labels ¢ ths products before dispensing

\Safety Briefs

«AD" is used sometimes as ac abbreviasion br right sas (wrs doger), One problam with this abbreviation is-that & handwritsen jJowvar case:
"a" can easily look like aa "o,” Thus, & patient might rizk getting an otic madication inta the right cye (OD-oculus dextor) invtead of the righs
ear, a3 eccurred in & recenty reported error. The physlolan had ordered AURALGAN (antipyrine. benzncaine, giveearin) wo drops AD for an
emergency roou paticnt, but the surse admiinistored the drops inta the paticnt’s fight cye. When the crrar was discovered, the cye was flushed
and the patient suffeved no permancat harm. Usiag AS for left ear or Al far cach ear might cause similar problems, ln addison, AD hax becn
misrend ng QD (if the mil of 1 handwriten lower case “a locks likz 3¥q™) and PO (when poorly hondwritten). [n £ct, in 1975, in onc of the
earliest errors we ever published (Cohen MR Medication error roports. Hosp Pharm 1975;10:167), a patient nearly received exr drops by
mouth! Recently, yet ancther type of ermor has surfeced with the abbreviation AD. Tired of writing out “as directcd™ when wanscribing
preseriptions received by telephone, & pharmacist began to abbreviate that erm as AD. Later, & pharmacy weahinidian misinterpreted the
dircstions for an oral liquid presaription transcribed as *5 mL TID AD™ and typed the dircetions as “'une Waspoonfu) three times a day in right
ear.” [t seems like AD would be 3 good abbrevision for all of us lo avaid!

-Ata mail order pharmacy, prescriptian directioas for FOSAMAX (alendronaes) 70 mg wblets (indieated for once 3 week dosing only) were
{erToneculy typed with directions & take the medication daily. A pharmacist recognized the crror before the drug was dispensed bocause the
70 mx package was svaileble in the phammacy only in § usitaBusa blistme pckage conwining four doses. Hyposalcemis, hypophosphatcmia,
upser somach, beartburn, csophagitis, gasids, or ulcer may have resulned fom the overdose. In our Apeil 3, 2002 iscue, we wrote sbout
crroncous daily dosing of methotrexate when weekly doting is indicated. As mentioned, emrors are possible boatuse relatively few medisations
arc dased an & once weekly basls, This lamst incident should support the recommendation to proseribs and dispanse unit-ofuse dose packs
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! Atrocious labeling of plastic ampuls needs
 action now by FDA and manufacturers

Printer Friendly Version

: From the May 15, 2002 issue

¥ PROBLEM: For nearly a decade, practitioners have been reporting concerns
¥ with the labels on respiratory therapy medications packaged in plastic (low
density polyethylene - LDPE) ampuls, making this one of the more frequent
product problems reported to the USP-ISMP Medication Errors Reporting
Program. These concerns are well founded. Many products from various
manufacturers (Alpharma, AstraZeneca, Dey Labs, Genentech, Nephron,
Roxane, Sepracor, Zenith-Goldline, and others) are packaged in look-alike
plastic ampuls with little difference in shape or color. Even worse, the ampuls
1800 Byberry Rd have the drug name(s), strength, lot number and expiration date embossed
Suite 310 iNtO the plasticin transparent, raised letters, making it virtually impossible tc

Huntingdon Valley, read.
Pa 19006

Voice: 215.947.7797 i . . .
e 2Ly Practitioners have reported confusion between plastic ampuls of ipratropium

" EMail.  (ATROVENT), aibuterol (PROVENTIL), levalbutero! (XOPENEX), budesonic

smpinfo@ismp.ore  (PULMICORT RESPULES), dornase alfa (PULMOZYME), and cromolyn
(INTAL). See our web site for pictures. Staff may not notice that a newer
product, DUONEB, contains both ipratropium and albuterol because the labe
is so hard to read. Some products in plastic ampuls, like Pulmicort, Xopenex,
and ACCUNEB (albuterol), also are available in multiple dosage strengths, b
poorly visible labels make it hard to tell the difference. The risk of a mix-up i
heightened if staff keep various respiratory medications in their lab coat
pockets or mixed together in a "respiratory bin" in a refrigerator. To make
matters worse, some manufacturers (AstraZeneca, Avitro, Vital Signs) have
introduced injectable products, such as heparin for IV flush use and NAROP]
(ropivacaine), a local anesthetic, packaged in LDPE ampuls that carry the sar
risk of error due to the poorly visible labels. ‘

http://www.ismp.org/MSAarticles/labeling.htm 8/13/02
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Figures one and two: Naropin (ropivicaine) injection front and back
ampuls.

SAFE PRACTICE RECOMMENDATION: There's no doubt that better labelin
of plastic ampuls is long overdue. So why has FDA allowed manufacturers to
produce these products with unreadable, embossed labels? If a paper label it
affixed to the ampul, or if the label information is embossed into the ampul
using colored inks, there's concern that certain volatiles in the inks, adhesive
and/or paper may ingress into the LDPE ampuls and potentially harm patient
While this concern is certainly valid, an unreadable embossed label is an
unacceptable solution, even temporarily. If colored ink or paper labels on the
body of a LDPE ampul is not safe at this time, then FDA should require such
labeling on the flashing portion of the ampul that does not come into contact
with drug solution. While this may require manufacturers to redesign the
ampul's shape and retool the equipment used to produce it, the only safe
alternative would be to disallow the use of LDPE ampuls.
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Figure three: paper labels currently on products from Dey Labs are
Conirasted 450'55# Nnewer s7'7/e o)c /qée//';y which s Lemreadnbie.
htto://www.ismp.ora/MSAarticles/labeling.htm 8/13/02






