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URGENT: MEDICAL DEVICE RECALL NOTICE BROSELOW

RAINBOW TAPE
(7700REA, 7700RE, 7730ALS, 7730IALS) IMMEDIATE ACTION

REQUIRED
1°* NOTIFICATION

Date: December 15, 2025

Dear Distributor/Customer,

Purpose of the letter:

The purpose of this voluntary Medical Device Recall Notice is to inform you of multiple content
discrepancies on the AirLife Broselow Rainbow Tape (2025 Edition, 36-23446 Rev 3) and to
provide instructions for examining inventory to identify affected product, cease use, and
discard such product.

Impacted products are distributed as part of 7700REA, 7700RE, 7730ALS, and 7730IALS by
AirLife. We have identified you as a customer who has received the affected products.

Description of the problem:

AirLife has identified three medication-related errors in the content printed on the affected
product version (Image B shows these errors on the product):

1. Vecuronium

o In the Calculation Basis “Red to Head” reference section, the dosage is shown as
0.1 mg/mL (concentration) instead of the correct 0.1 mg/kg (weight-based dose).

2. Flumazenil

o Inthe Calculation Basis “Red to Head” section, the dosage is shown as 0.1 mg/kg
instead of the correct 0.01 mg/kg.
o The color-coded sections of the tape list the correct Flumazenil dose, but the

reference table is incorrect and represents a 10-fold overdose.
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3. Ketamine (IV/10 for pain/analgesia)
o The tape lists IV/IO ketamine for pain/analgesia as 1 mg/kg, whereas the

appropriate pediatric analgesic (sub-dissociative) dose is 0.1 mg/kg.

o This represents a 10-fold overdose and may result in a dissociative sedation dose
being administered when only analgesia was intended.

These issues are present on the AirlLife brand, 2025 Edition, 36-23446 Rev 3 Print Version of the
Broselow Rainbow Tape (see Image C for identification of the specific version).

Prior versions of the Broselow Rainbow Tape are not impacted by the incorrect Flumazenil or
Ketamine doses. The “AirLife brand, 2025 Edition, 36-23446 Rev 2 Print Version” is impacted by
the incorrect Vecuronium dosage and is already under recall per FSCA-2025-0005 (initiated May
2025).

AirLife has received complaints related to these issues; however, no patient injuries or adverse

events have been reported to date.

Image A. Photo of the Broselow Rainbow Tape.
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RED TO HEAD

CALCULATION BASIS
AlL DRUGS GIVEN BY IV CAN BE GIVEN 10
LEGEND
Fluids,/ Blood Products (IV/10)
Crystafioid (RONSorlA)  10-20 mikg
Blood Products 10 mLfkg
Maintenance Fluids (IN/13)

0.3 NS with appropriate
potassium chioride (KT
and dextrose

American Academy of Pediatrics 2018 Clnical
Practice Guideline Maintenance W10 Flads as
per the Holliday-Segar Rule

AmLfkg/br for the first 10 kg of body wesght (3-10 kg)

2 mbfknfhr for the second 10 kg of body weight (11-20 kg)

1mlkg/hr for any kg of body weight above 20 kg (220 ko)

ASTHMA

Albutero| {nebulized) up e 10-20 mg/hour

DexAMETHasone V/ID 0.6 ma/fkg

MethylPREDNISatone V50 1-2 mg/kg

Magnesium Sulfate IV/10 50 mp/kg

AIRWAY MANAGEMENT

SEEURE

PRE-RS/RSA SEDATIVES AND/OR

Fosphenytoin M0 20 mg PEfkg

:naprenm‘uﬂnnmrrgpsrml, 530 meg (M6 mL)

ORANG

Sysioic BF 07T 15
mmw-
AIRWAY MAMAGEMENT
PRE-RSWR5A SEDATIVES ANIVOR ANAL GESICS

LevETHACetam [V (100 mgiml)

1&iSmgpazsmly

LDRazEnam MAD Emy‘nlﬁ 265 mg (1.33 mL)
LORazspam VIO (4 mgimL) 265 ma (0,68 mL)
Midazolam VN0 {5 mgimL} 265 mg (0.53 mL)
HYPOGLYCEMIA
DO A0 (0.1 gimL) 1325 (1325 mL)
D25 VA0 (0.25 gint ) 13759 (53 ml|
IS0 IVAD (0.5 giml) 1325 [26.5mL)
TOXICOLOGY (B00-222-1222)
Charoal POMNG (25 10 mi] 265 {126 ML)
Flumazent IO 0 1 maimi | 02 mag {2 mL)
Malmeome 110 (3.4 moime ) 2myg {SmLj
Malzone WO (1 mgiml) 2mg {2 mL)
PAIN
FentaliL IO {50 meghml) 2.5 meg 9 53 mL
Kitaming V10 (50 mgimL } 2.5 my (0.53 mL)
Katamine M0 (1 nongnm 26.5mg (0.27 mL)
28AmgD5Imly
256 mg (121 mL)
INCREASED INTRACRANIAL PRESSURE
% HYPERpric Safine V1D S3-115mL
Manritd IVO [20% 0.2 gimL) JhHgIIml)
Mannitod WD [25% 0.25 gime ) 755 g {106 mL)

PURPLE

Enoenidate /10 (2 mgim) & mg {4 mL)
FenlaNYL VD (S0megiml)  26.5mog (0.53mL)
Kistamine W10 {50 mgimLj 26,6 myg $0.53 mL)
_ansenO{i00mgme)  NEmg@red)
Wickazoiam IVAD (5 maimi} 266 mg (053 mi)

PRE-RAUR A NEUROMUSCULAR BLOCKERS
Reoturonium WVAC {10 mgiml) 266 myg (2. ﬂGm»Lp
Suceinyichadng I (20 mgimi ) 53 mg (2 65 mL}
“Varrmnium VRO {1 mgimi 255 my (265 mL|
POST-HIVREA SEDATIVE ANALGESICS
antal 50 mg '26.5r'-1ng i&.’sa mij
205mg 053 L)
26 6 g (027 mil )

Reoourormm FaC {10 <
Visrurmnium A0 {1

25 mg 265 i)
7 56 g (7 63 mi |

Calculation made,using
O 1 n‘ga’kg dosage
e Sy

29 kg

Marmal HE-arl Hﬂ1.=-

¥ Can aitso baused 0 trat svem, symotamstc
oo natremie

of poor perfusion

Naote: Consider reducing RSA/RSE sedative and,for analgesic dosas in the context

ANALGESICS LevETIRAcetam /10 50 mo/kg " MANAGEMENT
EH ! — — % i
Etomisate /10 Q3mglk: [ GarepaiWIl.  O1maiko Fosphenyn W10 (0 mg PEA ML) TH0mgPEdml)  PRE H*h‘PSa\‘iFDA‘I‘I\:'ES.#NI"JQRnNA.GE SICS
FantaNYL VIO 1 meg/kg Midarctam N/ID 01 mgfkg LenETIRApatam WG (100 mgiml | 525 mg (5.3 mL) Etormdate Vil (2 mgimL) 32mg (1.6 mi}
Retaming N/ID P LoRazegam VIO {2 mymL) Limanssm FenanvL (WD {50 megimi | 10.5 meg (071 md)
e ma/kg INCREASED INTRACRANIAL PRESSURE LORagepam VIC {4 mginL ) 1 mg (028l Fataming VAT (50 mgiml) 10.5 mg (0 21 mly
Midazolam IV/10 01 mafkg Mhaszolam [ [5 mgim ) 1.1 mg (0.22 Ly etamine (VD) (100 mgmL) 10.5 mg 0.1 mL}
© HYPOGLYCEMIA - Midaczedam N0 {5 megimd) 105 mg 0 24 mly
PRE-RS|/RSA NELUROMUSCULAR 3% HYPERD, B e .
b ympais Sanenioe 2.6 mifkg DIGW O (0,1 gl } 5759 (525 ml) PRE RIIRSA NEUROMUSCUILAR ALOCKERS
= C25W A {0.25 giml) szﬁgm 1} Rocurorm IID (10 Mg 10.5 mg {1.05 mLy
Rocursnium VIO 1 mafkg Mannital WO Tafkyg CSOW 10 0.5 gL} ‘Succinycholre IO (20 Mg | 21 mg 105 ml)
Succimyicholine W40 Zmgfkg | HYPOGLYCEMIA TOXIGOLAGY mﬂmm iecurarium [0 (1 mgii| 106 mg (185 mL)
> ; Charcosl POME (35 6120 mL) 10 5 {50 mi) POST-RSIFSA SEDATIVES ANDIOR ANALGESICS
| Vecuranium o 01 ma/mL | g':;n:; IV/10 (D10, D25, & D50 Fhamazecil 110 (0.1 mgmmL) .11 mg (14 mi) Fentat¥L IMAD {50 megimi | 105 meg (921 mi)
POST-RSI/RSA SEDATIVES AND/OR : e | IS mg (25T me] Katamina IV10 (50 mg/mL) 10.5 mg (0.21 mLy
ANALGESICS TOXICOLOGY (800-222-1223) Naqocune l\-ﬁGLI lr‘glrl!Lj 1.0 mg {1.05 mL) Foataming [VAC (100 mgmL) 105 mg 0.1 mLy
= PaIN -, idaczoiam MO (5 mginl ) 105 mg .21 mly
FentaNYL VD trmcglly | Nalons Nyl 01 m/kg FemANYL D rsa:mg'mL 10.5meg (921 L REIRSA NEUROMUSCLLAR SLOCKERS
Ketarnine /10 1 mg/fkg Flumazenil W/ 01 mghkg | Ketaming AG (50 mgiml ) 1.5 mg (0 21 mL| D {10 e ) 10.5mg (105 mL
: e = HEtamInE TN (100 mgimL} 10.5 mg (0.1 mi ) ooyl 140 (1 mgivi | 1.05 mg (1 85 mLi
Midazolam W10 01mgfkg | Charcoal BONG To'kg erghine VIO (5 gy 1,08 mg {0 24 mk)  ———— —
POST-RS5!/RSA NEUROMUSCULAR PAIN '-kwni'm MO [10mgimL) 108 mg 0 Hml)
DI FentaNYL V/IO 1 meg/kg INTRACRANIAL PRESSURE Calculation made
- T — ¥4 HVPERsonic Salie VAD H-52EmL
Rocuraniem VIO 1 mg/fkg Ketamina V/ID rng!& I Marvnich IV (20% 0.2 g L- j usmq .D 01 Mg
Vecuroniom VD 0 mgfkg | Morphine MAO 01 mgfig Mimtcd Vi |25*DZangLJ 10.5 7 (42 mdLy

,c,osage
iyt

Image B. The impacted Broselow Rainbow Tape lists an incorrect Vecuronium dose of 0.1 mg/mL instead
of the correct 0.1 mg/kg dose, an incorrect Flumazenil dose of 0.1 mg/kg instead of the correct 0.01
mg/kg dose, and an incorrect Ketamine dose for pain of 1 mg/kg instead of the correct 0.1 mg/kg in the
Calculation Basis section circled above in red. The dose calculations on each color-coded section are
correct and circled above in green.
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Excellence with Every Breath™
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Distributed in the USA by

A rmstrong Medical Industries, Inc.
575 Knightsbridge Parkway
Lincolnshire, IL 80069, USA

Toll Free 1-B00-323-4220

wanw Armstrongmedical.com

International Distribution by:
AjrLife

2710 Northridge Drive NW
Grand Rapids, M1 49544, USA
Tall Free 1-800- 433-2797
wanw miy AirLife.com

36-23446 Rev. 3

Image C. Broselow Rainbow Tape version with incorrect information is identified with the AirLife brand, 2025
Edition, and 36-23446 Rev 3 Print Version

The table below provides the reference number and lot numbers or other identification of the
impacted products:

Product Description REF Lot Numbers UDI Information
Number

Broselow Pediatric
Emergency Rainbow Tape
(distribution by

AirLife)

7700REA

Broselow Pediatric
Emergency Rainbow Tape
(distribution by

AirLife)

7700RE

Broselow, Als Organizer,
Full (distribution by 7730ALS
AirLife)

Broselow, Als
Organizer, Full 7730IALS
(distribution by AirLife)
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Health risk:

The Broselow Rainbow Tape is a color-coded length-based tape used in pediatric emergencies.
A child’s height corresponds to a color zone and weight range. Each color zone provides pre-
calculated medication doses, equipment sizes, and other emergency information to reduce the
time needed for dose and equipment calculations in time-critical situations.

Flumazenil

Flumazenil is used primarily to reverse the effects of benzodiazepines, including in pediatric
patients. In the Calculation Basis section of the affected Rev 3 tape, the Flumazenil dose is
incorrectly listed as 0.1 mg/kg instead of the correct 0.01 mg/kg (10-fold overdose). Potential
consequences of an elevated Flumazenil dose include:

e Seizures

e Withdrawal symptoms (in benzodiazepine-dependent patients)
e Re-sedation

e Cardiac arrhythmias

e Agitation and anxiety

e Nausea, vomiting, dizziness, headache

¢ Sweating and blurred vision

These events can be serious and, in some cases, life-threatening.
Vecuronium

Vecuronium is a neuromuscular blocking agent used to produce paralysis during intubation or
mechanical ventilation. It is dosed on a weight (mg/kg) basis, not by fixed mg/mL
concentration.

In the Calculation Basis section of the affected Rev 3 tape, the dosage is incorrectly expressed
as 0.1 mg/mL rather than 0.1 mg/kg. This can lead to confusion and potential delays as
clinicians interpret or convert the dosing information in an emergency. Because the tape is used
in time-sensitive critical care environments, such delays or confusion can contribute to serious
patient harm, including hypoxia, failed or delayed intubation, or other life-threatening
complications.

Ketamine (IV/10 for pain/analgesia)

The affected tape lists IV/IO ketamine for pain/analgesia as 1 mg/kg, instead of the appropriate
pediatric analgesic (sub-dissociative) dose of 0.1 mg/kg (10-fold overdose). A 1 mg/kg IV dose is
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consistent with dissociative sedation rather than analgesia.

Potential clinical consequences of administering 1 mg/kg 1V/10 ketamine for analgesia include:

Dissociative sedation

Respiratory depression or apnea

Loss of airway reflexes and potential airway compromise
Laryngospasm

Increased secretions, with risk of aspiration

Hypertension and tachycardia

Emergence agitation

Prolonged recovery time

Need for assisted ventilation or advanced airway management

These events can be serious and, in some cases, life threatening.

Due to the potential for serious harm associated with these three medication-related errors,

AirLife is initiating an immediate voluntary recall and field removal of all affected units.

Customer immediate actions:

Please take the following actions immediately:

1. Stop using the affected tapes

2.

o Immediately discontinue use of all AirLife Broselow Rainbow Tapes identified as
2025 Edition, 36-23446 Rev 3 Print Version.

Identify and segregate affected product

o Examine your inventory and clinical areas for affected Broselow Rainbow Tapes
(see Image B for identifying characteristics).

o Remove all affected tapes from clinical service.

o Segregate or quarantine the affected tapes to prevent further use.

3. Follow disposition instructions

o Follow the instructions provided in the accompanying communication regarding
discarding/destruction of the affected tapes.

o Do not redistribute or place any affected tapes back into service.

4. Notify your internal users

o Ensure that all clinicians and healthcare professionals within your organization
who may use the Broselow Rainbow Tape are informed of this recall/field

Urgent: Medical Device Field Safety Notice — Broselow Rainbow Tape
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removal and understand that the affected Rev 3 tapes must not be used.

5. Notify downstream customers (if applicable)

o If you have further distributed the affected tapes, please identify your
customers/consignees and notify them of this recall/field removal promptly.

o Your notification may be enhanced by including a copy of this letter.

o If you have impacted product on hand, do not ship it; instead, hold it for
discarding/destruction as instructed.

6. Complete and return the Response Form (Attachment A)

o Please complete and return the attached Response Form via e-mail to
productquality@myairlife.com as soon as possible. Please complete and return
Attachment B if you have affected product for discarding/destruction. This
allows us to document your receipt of this recall notice and the status of affected
product at your facility.

Please ensure that all relevant personnel in your organization are informed of this Urgent
Medical Device Recall Notice.

Contact information, replacement product, and adverse event reporting:

AirLife apologizes for any inconvenience this causes. Your satisfaction with AirLife products and
with our response to this situation is very important to us. If you have any questions regarding
this Medical Device Recall Notice, please call AirLife at 1-800-433-2797, or e-mail at
productquality@myairlife.com.

There is currently no available replacement product. A revised Broselow Rainbow Tape with
corrected information is expected to be available for purchase starting Q2 2026. AirLife will
send a notice to customers when such product is available.

Any adverse reactions or quality problems experienced with the use of these products should
be reported to the FDA's MedWatch Adverse Event Reporting program either online, by regular
mail or by fax.

e Complete and submit the report Online: www.fda.gov/medwatch/report.htm

e Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm or call 1-
800-332-1088 to request a reporting form, then complete and return to the address on
the pre-addressed form or submit by fax to 1-800-FDA-0178.

Attachments:

Urgent: Medical Device Field Safety Notice — Broselow Rainbow Tape
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AirLife
A. Broselow Rainbow Tape Field Safety Notice Response Form

B. Certificate of Destruction Form

Should you have any questions, feel free to reach out to your local AirLife Territory
Manager, Customer Service at 1.800.433.2797 or productquality@myairlife.com.

Thank you for your attention and cooperation.

ko

Rob Yamashita

AirLife - VP of Regulatory Affairs

Immediate Action Requested

Attachment A: Broselow Rainbow Tape Recall Response Form

REF NUMBER LOT NUMBER QTY RECEIVED (Eaches) |QTY TO BE DESTROYED
(Eaches)

Please check ALL appropriate boxes.

0 | have read and understand the removal instructions provided in the letter sent
December XX, 2025.

0 | have checked my inventory.
O | do not have any affected products.
[ | have destroyed and disposed of the affected product. (Complete

and return Attachment B)
dJ | have further distributed the affected device.

O | have notified the receiving facility by (specify date & method of notification):

Urgent: Medical Device Field Safety Notice — Broselow Rainbow Tape
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B | need support communicating with my customer/consignees. | have attached
the ship history list including customer name, ship date, address, and quantity

Have any adverse events been reported to you regarding the affected product? “Yes “No

If yes, please explain:

Contact Name: Title:

Facility Name:

Address:

City/State/Zip Code:

Telephone Number: Email:

PLEASE SEND COMPLETED RESPONSE FORM(S) TO:
E-MAIL TO: productquality@myairlife.com
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