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Design/Development/Validation

Supply/Use/Support/Disposal
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Delivery
Production
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Wherecanvefind (o100 averse Incitents?
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http://www.fda.gov/
http://www.fda.gov/

www.fda.gov

.iﬂ tpe/ v Fda, g Vi || X i H LIve S
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Wiew Favorites Toaols  Help

o 5100k} Premarket Motification =0 Suogested Sihes = @8 Web Slice Gallery -
and Drug Adminiskration Home Page | ';’f;\- & Ir____J 1= FP._?A

{fﬁ U.5. Department of Health and Human Services
£

U.S. Food and Drug Administration
FID/A

Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

. For Consumers & Patients
- Updates and information for staving safe
and healthy

For Health Professionals

Medical product safety information,
adverse event/prablem reporing and
maore

|Prevent Hearbworms in Pets Year Roundl

” For Scientists & Researchers
MCTR, pediatrics, clinical trials, Critical
Path Initiative and more

For Industry
Guidance, registration and listing, impornt

programs and maore

Recalls & Alerts Approvals & Clearances Report a Problem

v Recalls » Enforcement Repart  Warning Letters

. MedWatch: Safety Alerts « Industry Recall Guidance « Qutbreaks - Food FDA Vioice Blog


http://www.fda.gov/

U.S. Food and Drug Administration
Protecting and Promoiing Youwr Health

Home | Food | Drugs Medical Devices Radiaticn-Emitting Products | Yaccines, Blood & Biclogics | Animal & VYeterinary Cosmetics | Tebacoco Produc

Medical Devices (=] =

Spotlight

o TE Trasking ITIroaTE Tt

Medical Device Development Tools - Draft Guidance for Industry.
Tool Developers, and Food and Drug Administration Staff 1

Mawigate the Medical Devices Section

Approvals & Clearances



AtoZ Index | Follow FOA | FDA Voice Blog

U.S. Food and Drug Administration I
FLYA

Protecting and Promoting Your Health aost Popular Searches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

MAUDE - Manufacturer and User Facility Device &

Experience
© FDA Home @ Medical Devices @ Databases

The MAUDE database houses medical device reports submitted to the FOA by mandatory reporters 1 Dtheﬁzgitahases
(manufacturers, imporers and device user facilities) and voluntary reporters such as health care ‘ (k)5 h—

; ; Adverse Events (MALICE]
rofessionals, patients and consumers. ‘ :
P F + CDRH FOIA Electronic Reading

Learn Maore Disclaimer Room
# CFRTitle 21
s CLIA
Search Database ' $ . » Device Classification
L Help Download Files o Inspections
* Medsun Reports
S I:'r”b"am| V| s Premarket Approvals (PMAS)
Bt Plass | v| » Post-Approval Studies
# Postmarket Surveillance Studies
Brand Name SA0K Number | K » Radiation-Emitting Products
| | » Radiation-Emitting Electronic

r.1anufa|:turer| | P& Number ICI Products Corrective Actions

* Recalls
EventType | v PWE‘”CTCUUEI:I * Registration & Listing
_ _ » Standards
Date Report Received by FDA (mmidddyyy)  (01/01/2013 te [10/31/2013 » Total Product Life Cycle
» ¥-RayAssembler

Go to Simple Search HecurdsperﬂepurtF'ﬂge Clear Form

Each vear, the FDA receives several hundred thousand medical device reports (MORs) of suspected device-associated deaths, sericus injuries and malfunctions.
The FOA uses MORs to monitor device performance, detect potential device-related safety issues, and contribute to benefit-risk assessments of these products. The
MALDE database houses MORs submitted to the FOA by mandatory reporters 1 (manufacturers, importers and device user facilities) and voluntary reporters such as
health care professionals. patients and consumers.



AtfoZ Index | Follow FDA | FDA Voice Blog

Most Popular Searches

U.S. Food and Drug Administration
EDA ;

Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

MAUDE - Manufacturer and User Facility Device A o

© FDAHome @ Medical Devices @ Databases
(’ﬂl 'i m Z10{k) | Registrstion & Listing | Adwerse Events | Recslls | PMA | Classificstion | Standsnds | Inspections
C .:,,:, 2 gyl CFR Title 21 | Radisticn-Emitting Froducts | X-Ray Assembler | Medsun Reports | CLIA | TRLE

HHE

19 records mesting your search criteria returned - Manufacturer: carding! Brand Name: alariz Report Date From: 04/01,/2008 Report Date To: 04202008

[ew Search Help | Dowrload Filez | More about MAUDE
Manufacturer Brand Name Date Report Received
CARDIMAL HEALTH ALAR ALARIS SYSTEM PUMP W 04/18/2008
CARDINAL HEALTH ALAR ALARIS SYSTEM PURP W 041712008
CARDINAL HEALTH ALAR ALARIS PCAMODULE 04/16/2008
CARDINAL HEALTH ALAR ALARIS GEMINI PC-IT 0415/2008
CARDINAL HEALTH ALA ALARIS SYSTEM PUMP W 04/14/2008
CARDINAL HEALTH ALAR ALARIS SYSTEM PURP W 04/04/2008
CARDINAL HEALTH ALAR ALARIS INFUSION PUMP 04/04/2008




U.S. Food and Drug Administration — - SEARCH
‘| y g ]

Protecting and Promoting Your Health Most Popular Searches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

MAUDE Adverse Event Report: CARDINAL HEALTH
MEDICAL PRODUCTS & SERVICESALARIS PCPUMP, IV

0 FDAHome @ Medical Devices @ Databases

L

E10[) | Registration & Listing | Adverse Events | Recalls | PMA | Classification | Standards | Inspections

CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

CARDINAL HEALTH MEDICAL PRODUCTS & SERVICES ALARIS PC PUMP, IV Back to Search Results

Model Number 8015
Event Date 03/13/2008
Event Type Malfunction
Event Description

The iviubing kept collapsing and did not deliver the medication, butthe iv pump did not alarm. The nurse was able to prime the tubing, butthe pump still did
not deliver the requested volume, and still did not alarm. When new tubing was installed, the unit delivered the requested volume. There was no patient
harm as a result of this failure. The biomedical assessment confirmed the problem when using the tubing set from the occurrence. It was found that the
tubing was partially occluded inthe pump chamber, could not be primed, and could not deliver the setvolume. However, the unit did not alarm. The devices
and the tubing set were sentto cardinal health customer advocacy for further evaluation.

Search Alerts/Recalls
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Form A: for use by medical device manufacturers

1-Administrative Information

Report Type(select one)

Tnitial (] Follow-up (1 Final[J Trend [ (@JB) DJ'.L.‘SATAJS L.,SLG_"‘SJ'& Djﬁ\j e)é
Report Category Ou‘.']\ @)313 DJ..\..ELAA \73 9 S :'t}._g d—ﬁ-ﬂj

Serious Public Health Threat (1 Death(]  Serions Injury[]  Other [

Date of Report (dd-mmm-yyyy)

Date of adverse event (dd-mmm-yyyy)

Date manufacturer aware (dd-mmm-yyyy)

Date of next report(dd-mmm-yyyv)

Person submitting this report

MName

Company

Address

Tel Fax

E-mail

Identity of other Regulatory Authorities, Notified Bodies, etc., that this report was also sent.
1-
2

3.

2-Clinical Event Information

Description of event or problem




3-Healthecare Facility

Information

Name

Address

Tel

Fax

E-mail

Usage of Device

1-Single use [

2.Reuse of Reusable []
3-Re-serviced Refurbished [
4 Tmplanted []
5-Other...

Date of implantation ......./0......0 ...

Contact Name

4- Device Information

Name of Device

Current Location

UMDNS Code

5- Results of Manufacturer’s Device Investigation

Device Classification

Brand Name

Model number

Catalogue number

Registration number

(Serial mumber/ lot numb

er / batch munber)

Manufacturers Device Analysis Results

Date of manufacture

Date of Installation

Manufacturer IName

Address

Tel

Fax

E-mail

Contact Name

Distnbutor/ Authonized representative

Operator of Device at Time of Event (select one)

Healtheare Professional

O Other Caregiver O

Patient (1 Not app]icab'.eD

Remedial Action/Corrective Action/ Preventive Action

(Specify iffwhat action was taken for the reported specific event or for all similar type of events or products.)

recall [ relabeling [7] patient menitoring [
repair [ ] notification [] adjustment [
replace O m3pection O other ----eemeeme e

what action was taken to prevent recumrence’

Clarify the timeframe for completion of various action plans.




6- Patient Information

Age MF Wilke)

Corrective action taken relevant to the care of the patient

Patient outcome

list of other devices involved in the event

7- Other Information

MManufacturer aware of other similar events:

Countries where these sinular adverse events ocowred:

Additional Comments
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> Nol Hloludi(Correction action)

(Inspecting the device) aow s J S 5 sy »

(Repairing the device) ahew s mns >~

(Adjusting settings on the device) 4k s >

(Re-labeling the device) aew s sdms (108 s o &

( Notifying patients of a problem) |Sis 31 jlew oyl oST >
(Monitoring patients for health issues) | leo 03l 13 L cos &
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Where canwe find 2 1< o medieal device rcall?

www.fda.gov



http://www.fda.gov/

a-':' P a— -
,—.ﬁﬁ U.5. Department of Health & Human Services

At Z Index | Follow FOA | FDA Voice Blog

m U.S. Food and Drug Administration I

Protecting and Promoting Your Health

Most Popular Searches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Medical & Radiation Emitting Device Recalls & o
0 FDAHome © Medical Devices @ Databases

Search Medical & Radiation Emitting Device Recalls Help | More about Medical & Radiation Emitting Device Recalls

Product Name
Recall Class |hﬂ Recall Number | |
Date Posted g to Efﬁ

Reason for Recall

Recalling Firm
Sort by Date Record Posted (Descending) v
For ful-text 2earch, select Go fo Simple Search button.
Thiz databaze containz clazzified medical device recallz zince november 1, 2002,
Go to Simple Search | |10 % | Records per Report Page[ Search ] | Clear |




Atn7 Index | Follow FDA | FDA Voice Blog

I@‘/A\ U.S. Food and Drug Administration T

Protecting and Promoting Your Health e

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmefics | Tebacco Products

Medical & Radiation Emitting Device Recalls B o
€ FDAHome @ Medical Devices @ Databases

I.c"'-. '} 510 | Registration & | Advenss | Recalls | PMA | Classificstion | Standards | Inspactions

m {k} Listing Ewents

CFR Title 21 | Redistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

Mew Search Back to Search Results
Class 1 Recall
: = See Related
Alaris Pump Module (formerly _@ i
Medley Pump Module)
Date Classified January 04, 2008
Recall Humber Z-0460-2008
Product Cardinal Health Alaris Pump Module fformerly Medley Pump Module), Maodel 8100, Cardinal
Health, San Diega, CA {All Alaris Pump modules shipped prior to December 23, 2007 are
subject to this recall)
Code Information Serial Mumbers: Affected Ranges 2326101 to 12492744; 12482756 to 12204708, 12504710 to
12507035; 12507042 to 12515453; 12515455 to 12618060, 12518062 to 12538350; 12538352 to
12547112, 125477114 to 12554430, 12554432 to 12565568; 12566674 0 12561325, 125661327 to




Recalling Firm/
Manufacturer

For Additional
Information Contact

Manufacturer Reason
for Recall

Action

Cuantity in Commerce

Distribution

Cardinal Health 303 Inc OBA Alaris Products
10221 Wateridge Cir
San Diego, Califarnia 92121-2733

Stacy L. Lewis
858-458-7830

Inaccurate flow rate; related to misassembled (missing, bent or broken) springs during the
manufacturing or servicing of the mechanism assembly

The field notification (Urgent Medical Device Recall Letter) will consist of a mailing conducted through
consignees (distributars in the affected countries as well as direct customers for the Alaris Pump
module (a.k.a. Medley Pump module). The domestic letters are expected to be mailed on November
5, 2007 to all of the affected accounts by return receipt mailing. A Customer Response Card will be
mailed with each letter alang with a Service Bulletin detailing the protocol to conduct the Occluder
Pressure Test. Four (4) letters will be mailed to each account to the following fitles/joh functions:
Director of Mursing, Director of Biomed, Director of Materials Management, and Director of Risk
Management. Distributors will be sent multiple copies of the Recall Mofification, Customer Response
Cards, and Service Bulletin, along with a cover letter outlining their responsihilities to complete the
Recall notification plan and notify their customers as requested. The letters will be the first source of
communication regarding this issue. The Recall Center will be contacting customers shortly to make
arrangements for inspection of the devices atthe users site. The international mailings are being
coordinated out of the offices located in the affected countries. The letter will be translated to the
appropriate language and mailed to all of the affected customers. The appropriate international
regulatory autharities will be notified of this issue, and will waork with the country managers. ———— A
web site for all information on this recall is listed as:

www . cardinalhealth.com/alarisfiindexmodulealert. agp **#*#*#*#=#=*=%%%% January 23, 2008 the firm
notified the Los Angeles Districe that they will be sending a recall notification update to 267
customers and distributors who are affected by this 806 Naotification Amendment. Cardinal Health
intends to notify these consignees by mail on January 30, 2008. This update will affect a total of 267
customers, 5,681 units and 798 .

207 257 units

Worldwide: USA including the following forty-six (46) states, along with Washington, D.C. Puerto Rico
and Guam: Alaska, Alabama, Arkansas, Arizona, Califarnia, Colorado, Connecticut, Florida, Geargia,
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. Alerts and Notices

b Alerts and Notices List of Notices

® FDA Safety Notification: Risk of Eye and Skin Injuries from High-powered, Hand-held Lasers Used for
Pointing or Enterfainment [ARCHIVED]

* FDA Statement on Radiation Overexposures in Panama
* Consumer Safety Alert: Internet Sales of Laser Products

* Ultraviolet Radiation Burns from High Intensity Metal Halide and Mercury Vapor Lighting Remain a Puldlic
Health Concern

* Preventing Surgical Fires

Safety Communications







