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SPECIAL 510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS 

December 18,2002 

Submitter: 

Contaqt: 

Trade Name: 

Cornmpn Name: 

Classification Name: 

Existing Device: 

Device Description: 

Tec hngl og y 
Comparison: 

I-Flow Corporation 
20202 Windrow Drive 
Lake Forest, CA 92630 

Shane Noehre 
Director, Regulatory Affairs 
I-Flow Corporation 

I-Flow Variable Rate Elastomeric Pump 

Infusion Pump and Administration Set 

Pump, Infusion 

I-Flow Elastomeric Pump (KOi10660) 

The I-Flow Variable Rate Elastomeric Pump consists of an elasiorneric 
pressure source with an integrated administration line. This special 
51 O(k) proposes a labeling change to the existing device submitted 
under KO20660 for the variable flow rate component. 

The Variable Flow Rate Component is identical in design to the one 
recently cleared under K0206(30. 

Conclusion: The I-Flow Variable Rate Elastomeric Pump was cleared under KO20660 on March 
20,2002. It was found to be substantially equivalent to the existing I-Flow Elastomeric Pump anc 
the varigble flow rate component cleared under K020251. 
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DEC 2 0 2002 

.Mr. Shane Noehre 
Director, Regulatory Affairs 
I-Flow Corporation 
20202 Windrow Drive 
Lake Forest, California 92630 

Re : KO23883 
Trade/Device Name: I-Flow Variable Rate Elastomeric Pump 
Regulation Number: 880.5725 
Regulation Name: Infusion Pump 
Regulatory Class: I1 
Product Code: MEB 
Dated: November 19, 2002 
Received: November 2 1,2002 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Dear Mr. Noehre: 

We have reviewed your Section 5 lO(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28. 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified i n  accordance with the provisions of 
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a preiiiarket 
approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 
(PMA), it may be subject to such additional controls. Existing major regulations affecting 
your device can be found in the Code of Federal Regulations, Title 2 1 ,  Parts 800 to 898. I n  
addition, FDA may publish further announcements concerning your device in the Federal 
Re rr ister . 
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Page 2 - Mr. Noehre 

Please be advised that FDA’s issuance of a substantial equivalence determination does not 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act’s requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 80 1); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the Act); 
2 I CFR 1000- 1050. 

This letter will allow you to begin marketing your device as described in your Section 
5 1 O(k) premarket notification. The FDA finding of substantial equivalence of your device to 
a legally marketed predicate device results in a classifica-tion for your device and thus, 
permits your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol), 
please contact the Office of Compliance at (301) 594-461 8. Additionally, for questions on 
the promotion and advertising of your device, please contact the Office of Compliance at 
(30 1) 594-4639. Also, please note the regulation entitled, ”Misbranding by reference to 
premarket notification” (2 1 CFR Part 807.97). Other general information on your 
responsibilities under the Act niay be obtained from the Division of Small Manufacturers, 
International and Consumer Assistance at its toll-free number (800) 638-204 1 or (301) 
443-6597 or at its Internet address http://w.fda.gov/cdrlddsma/dsiiiamain.html 

Director I 
Division of’ Anesthesiology, General Hospital, 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Infection Control and Dental Devices 

Enclosure 
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20202 Windrow Drive _._.~ 

Lake Forest, CA 92630 
Tel: 800.448.3569 or 949.206.2700 
Fax: 949.206.2600 

(I+LOw)@ 
I-Flow Corporation www.i-flowcorp.com 

Ver/ 3 - 4/24/96 

Applicant : . .  I-Flow Corporation 

51 O(k) Number (if known): 

Device Name: I-Flow Variable Rate Elastomeric Sump 

Indications For Use: 

1. The I-Flow Variable Rate Elastomeric Pump is intended for continuous and/or intermittent 
infusion of medications for general infusion use, including antibiotic delivery, chemotherapy 
and pain management, Routes of administration include the following: intravenous, intra- 
arterial, subcutaneous , intramuscular and epidural . 

2. The I-Flow Variable Rate Elastomeric Pump is also intended for continuous and/or 
intermittent delivery of medication (such as local anesthetics or narcotics) to surgical wound 
sites and/or close proximity to nerves for preoperative, perioperative and postoperative 
regional anesthesia and pain management. Routes of administration may be 
intraoperative, perineural or percutaneous. 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

(Per 21 CFR 801 .I 09) 

(Division Sign-off) 
Division of Anesthesiology. General Ho@~!, 
Infection Control, Eental Devices 

Page 4 of 11 
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.Mr. Shane Noehre 
Director, Regulatory Affairs 
I-Flow Corporation 
20202 Windrow Drive 
Lake Forest, California 92630 

Re: KO23883 
Trade/Dcvice Name: I-Flow Variable Rate Elastomeric Pump 
Rcgulatiou Number: 880.5725 
Regulation Name: Infusion Pump 
Regulatory Class: I1 
I’roduct Code: ME13 
Dated: Novembcr 19, 2002 
Rcccived: November 21. 2002 

Dear Mr. Nochre: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the: device 
referenced above and have determined the device is substantially equivalent (for the 
indications [or use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate coniinerce prior to May 28, 1976, the cnactment date of‘the Medical Device 
Amendments, 01- to deviccs that have been reclassified in accordancc with the provisions of 
the Federal Food, Drug, and Cosinetic Act (Act) that do not require approval of a prt:niarket 
approval application (I’MA). You may, thereforc, market the devicc, subjcct to the general 
controls provisions of thc Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice: 
labeling, and prohibitions against misbranding and adulteration. 

If your dcvice is classified (see above) into either class I1 (Special Controls) or c,lass 111 
(I’MA), it may be sihject to such additional controls. I’xisting major regulations affecting 
your device can be found i n  the Code of Federal Regulations. ‘litle 2 1. Parts 800 to $38. In 
addition. FDA may publish furthcr iiti~iou~icc~iietits concerning your dcvicc in tlic ~~ Fcdcral 
Register. 
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Page 2 ~ Mr. Noclire 

Please be advised that FDA’s issuance of a substantial cquivalence determination does not 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with ,all the Act’s requirements, including, but not limited to: registration 
and listing (21 CFR Part 807);labeling (21 CFR Part 801); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation .(21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the Ac,t); 
21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 
5 1 O(k) premarket notification. The FDA tinding of substantial equivalence of your device to 
a legally marketed predicate device results in a classification for your device and thus, 
permits your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol), 
please contact the Office of Compliance at (301) 594-4618. Additionally, for questicins on 
the promotion and advertising of your device, please contact the Office of Compliance at 
(301) 594-4639. Also, please note the regulation entitled, “Misbranding by reference: to 
premarket notification” (21 CFR Part 807.97). Other gcneral information on yout- 
responsibilities under the Act may be obtaincd from the Division of Small Manufacturers, 
International and Consumer Assistance at its toll-free number (800) 638-2041 or (30 L )  
443-6597 or at its Internet address ht tp: / /~.fda.gov/cdrh/dsrna/dsmamain.ht l~~ 

Director I 
Division of Anesthesiology, General Hospital, 

Officc of Device Evaluation 
Center lor Devices and 

Radiological I Iealth 

Infection Control and Dental Devices 

Enclosure 
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20202 Windrow Drive 
Lake Forest CA 92630 
Tel: 800.448.3569 or 949.206.2700 
Fax: 949.206.2600 . 

I-Flow Corporation w.i-flowcorp.com 

L 

Verl3 - 4/24/96 

Applicant: I-Flow Corporation 

510(k) Number (if known): I 

Device Name: I-Flow Variable Rate Elastomeric Pump 

Indications For Use: 

1. The I-Flow Variable Rate Elastomeric Pump is intended for continuous and/or intermittent 
infusion of medications for general infusion use, including antibiotic delivery, chemotherapy 
and pain management. Routes of administration include the following: intravenous, intra- 
arterial, subcutaneous, intramuscular and epidural. 

2. The I-Flow Variable Rate Elastomeric Pump is also intended for continuous andlor 
intermittent delivery of medication (such as local anesthetics or narcotics) to surgical wound 
sites andlor close proximity to nerves for preoperative, perioperative and postoperative 
regional anesthesia and pain management. Routes of administration may be 
intraoperative, perineural or percutaneous. 

3 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Ofice of Device Evaluation (ODE) 

(Per 21 CFR 801.109) 

Page401 11 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

November 21, 2002 

I-FLOW CORP. 
20202 WINDROW DR. 
W<E FOREST, CA 92630 
ATTN: SHANE NOEHRE 

510(k) Number: 
Received: 
Product: 

Public Health Service 

Food and Drug Administration 
Center for Devices and 
Radiological Eealth 
Office of Device Evaluation 
Document Hail Center ( E P Z - 4 0 1 )  
9 2 0 0  Corporate Blvd. 
Rockville, Heryland 208:iO 

KO23883 
21-NOV-2002 
HOMEPUMP, ECLIPSE, 
C-SERIES , 
PAINBUSTER, C-BLOC, 
ON-Q, EASYPUMP, KVO 

The Center for Devices and Radiological Health (CDRH), Office of Device 
Evaluation (ODE), has received the Premarket Notification you submitted in 
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act 
(Act) for the above referenced product. We have assigned your submission a 
unique 510(k) number that is cited above. Please refer prominently to thi:: 
510(k) number in any future correspondence that relates to this submission. 
We will notify you when the processing of your premarket notification has been 
completed or if any additional information is required. YOU MAY NOT PLACE 
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FIIA 
ALLOWING YOU TO DO SO. 

As a reminder, we would like to mention that FDA requires all 510(k) submitters 
to provide an indications for use statement on a separate page. If you have 
not included this indications for use statement in addition to your 510(k) 
summary (807.92), or a 510(k) statement (807.93), and your Truthful and 
Accurate statement, please do so as soon as possible. If the above mentioned 
requirements have been submitted, please do not submit them again. There may 
be other regulations or requirements affecting your device such as Postmarket 
Surveillance (Section 522(a)(I) of the Act) and the Device Tracking regulation 
(21 CFR Part 821). Please contact the Division of Small Manufacturers, 
International and Consumer Assistance (DSMICA) at the telephone or web site, 
below for more information. 

Please remember that all correspondence concerning your submission MUST be 
sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address. 
Correspondence sent to any address other than the DMC will not be considered 
as part of your official premarket notification submission. Also, please note 
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, 
"Fax and E-Mail Communication with Industry about Premarket Files Under Review. 
Please refer to this guidance for information on current fax and e-mail 
practices at www.fda.gov/cdrh/ode/a02-01.html. 

You should be familiar with the manual entitled, "Premarket Notification 510(k) 
Regulatory Requirements for Medical Devices" available from DSMICA. If you have 
other procedural or policy questions, or want information on how to check on the 
status of your submission (after 90 days from the receipt date), please contact 
DSMICA at (301) 443-6597 or its toll-free number (800) 638-2041, or at thejr 
Internet address http://www.fda.gov/cdrh/dsmamain.html or me at (301) 594-1190. 

Sincerely yours, 

Marjorie Shulman 
Consumer Safety Officer 
Premarket Notification Staff 
Office of Device Evaluation 
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Special 5 1 O(k) - Device Modification 
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I-Flow Variable Rate 
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CDHH SUBMISSIOS COVER S H E E I  

Section A Type of Submission 
PMA PMA Supplement 

n Onginal submission 0 Regular 
0 Modular submission 0 Special 
0 Amendment CI Panel Track 
n  port 0 3n-day Supplement 
0 Report Amendment 0 30-day Notice 

0 Real-time Review 
0 4mendment to 

PMA Supplement 

0 135-day Supplement 

IDE Humanitarian Oeriee 
Exemption 

0 Original submission 
0 Amendment 0 Onginal submission 
0 :s"pplement 0 Amendment 

u :supplement 
0 Reme 

FDA Document Number: 

POP 

0 Pmsubmission 
summaly 

0 Original PDP 
0 Nutice of intent to 

stan clinical trials 
0 Intention to submit 

N&CC of Completion 
0 Notice of Completion 
0 4mendmentto PDP 
CI Repon 

Class I I  Exemption 

0 Original submission 
0 Additional 

information 

510(k) 

d 3 n e i n a l  submission: 
0 Traditional 
0 Special 
0 Abbreviated 

0 Additional 
mformation: 
0 Traditional 
0 Special 
0 iibbreviated 

Evaluation of 
Automatic Class 111 
Designation 

n Original submission 
0 Additional 

information 

Meeting 

0 Pre-IDE meeting 
0 Pre-PM4 meeting 
0 Pia-PDP meeting 
0 I 80-day meetxng 
0 Other(specify): 

Other Submission 

Desrnk suomission: 

Section B Applicant or Sponsor 
Company / Institution name: Establishment registration number: 

I-Flow Corporation 2026095 

Division name (if aoolicablel: Phone number (include area code): 
                                              

FAX number (include area code): Street address: 
20202 Windrow Drivc                               

11 City: Lake Forest State / Province CA Country: U.S.A 

Contact name:                              

Contact title: Executive Vice -1 and COO Contact e-mail address:                                                   

11 Section C Submission correspondent (if different from above) 
Company / Institution name: I-Flow Corporation Establishment registration number: 2026095 

Division name (if applicable): Phone number (include area codel: 
(949 ) 206-2700 ext. 2651 

Street address: 20202 Windrow Drive I FAX nvmber (include area code): 
( 949 ] 206-2600 

City: Lakc Forcst State / Province: CA Country: U.S.A. 

Contact name: Shane Noehre, RAC 

11 Contact title: Director, Regulatory Affairs Contact e-mail address: shane.noehre@,i-flowcorp.com 

FINAL DRAFT ~ May 8, 1998 FOI - Page 12 of 73



n Yew device 

A .Additional or expanded indications 
i l  Licensing agreement 

0 P m s s  change 

I -  O Xithdrawal - 

CI Manufacturing 
0 Sterilization 
0 'ackaging 
0 Other (specify below) 

0 .<esponse to FDA correspondence: 
0 Request far applicant hold 
0 Request for removal of applicant hold 
0 Request for extension 
0 &quest IO remove or add manufacturing site 

0 IOther reason (specify): 

0 Change in design, component, or specification: 

Cl Color Additive 
Software 

0 Material 
0 Specifications 

0 Other(specify below) 

0 Labeling change: 
0 ndications 
0 lnstluctions 
0 Performance Charactenstics 

0 :Shelf life 
0 'Trade name 
U Other (specify below) 

CI Location change: 
0 Manufacturer 

0 Sterilizer 
I7 Packager 

0 Distributor 

C Report submission: 
0 Annwl or penodic 
0 Post-approval study 
0 Advem: reaction 

n Device defect 
CI Amendment 

0 Change in omenhip 
CI Change m canespondcnt 

Section D2 Reason for Submission - IDE 
0 New device 
0 Addition of institution 
0 I<xpansian I extension of study 
0 IRB cenification 
0 Request hearing 
0 Request waiver 
0 'remination of study 

Withdrawal ofapplication 
0 Unanticipated adverse effect 
0 Notification of emergency use 
0 Compassionate use request 
0 Treatment IDE 
0 Continuing availability request 

C Other reason (specify): 

0 Change in: 
0 Conespandent 
C Design 
U Informed consent 
0 Manufacturer 
U Manufactunng process 
C Protocol -feasibility 
0 Protocol - other 
0 Sponsor 

C Report submission: 
0 Cunent investigator 
0 Annual progress 
0 Site waiver limit reached 
0 3"al 

0 Response to FDA letter concerning: 
0 Conditional Bppmval 
0 Deemed approved 
0 Deficient final report 
U Deficient progress repon 
0 Deficient investigator mpon 

0 Request extension of 

0 Request meeting 

~ i s a p p r ~ ~ a i  

time to respond IO FDA 

Section D3 Reason for Submission - 510(k) 
0 New device 
0 P dditional or expanded mdications 
0 Other reason (specify) 

0 Change in  technology 
@Change m design 

0 Change in matenals 
0 Change an manufaaunng p-ss 

version 2.0 

a.:s 
FMAI, DRAFT - May 8, I098 
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11 Section E Additional Information on 510(k) Submissions 
Summary of, or statement concerning, safety and 
effectiveness data: 11 Pmduct cod= ofdevices to which substantial equivalence i s  claimed 

I MEB 2 3 4 @I 510(k)summaryahached 

5 6 7 8 
El 51O(k) statement 

Information on devices to which substantial equivalence is claimed 

510(k) Number Trade or pmprie taq  or model name 

I KO20660 I Elastomeric Infusion Pump 

Manufacturer 

I I-Flow Corporation 

2 

3 

4 

~ 

Section F Product Information - Applicable to All Applications 
Common or usual name or classification name: 

Infusion Pump and Administration Sets 

Trade or proprietary or model name Model numkr 

I Homepump, Eclipse, C-Series, PainBuster, C-bloc. ON-Q, Easypump, KVO I various 

2 I 2  
3 1 3  

4 I 4  
~~ ~ 

5 5 

FDA dacument numben of all pnor related submissions (rezardless of outcome) 

I KO20660 I 2 I 3  1 4  1 5  1 6  
~ ~ 

7 8 9 I O  II 12 

Data included in submission: C1 Labratory testing 0 Animal t d s  0 Human trials 

Section G Product Classification - Applicable to AI1 Applications 
Pmduct code MEB C.F.R. Section: 880.5725 Device class: 

Classifmtion panel: General Hospital 
0 Class I 
C Class 111 0 Unclassified 

ia Class II 

Indications (fmm labeling): 
See Indications for Use page in submission. 

VFrSirn 2.0 

d-14 
FMAL DRAFT--May8,1998 
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No&: Submission of this information does not affect the need to 
submit a 2891 or 2891a Device Establishment Registration form. 

Section H Manufacturing / Packaging / Sterilization Sites Relating to a Submission 

FDA Dcmment Number: 

( 
FDA esuhlishment ~e.islmtiOn numkr: a Manufacturer C Contract stenlirer @Original 

0 Add 0 Delete 211261IT 0 Contract manufacturer B Repackager I relabeler 

Cnmnam I Inctihltin" "lrnP. Establishment reeistration number: 
I-Flow Corporation 2026095 

Division name (if anDlicable1: Phone number (include area code): 
( 949 ) 206-2700 

Street address: 
20202 Windrow Drive 

FAX number (include area code): 
(949  206-2600 

city: Lake Forest State / Province: CA 

Contact name: Shane Noehre, RAC 

Contact title: Director, Regulatory Affairs Contact e-mail address: 
shane.noehre@ i-flowcorp.com 

Onginal FDA establishment resisltmtinn ntmlkr:  0 Manufacturer 0 Contract sterilizer 
C Add 0 Delete 0 Contract manufacturer C Repackager I relabeler 

ComDanv I Institution name: Estnhlirhmcnt xwktmtim m m h w  

Division name (if annlicahlel: Phone number (include area code): 

Street address: FAX number (include area code): 

( 1 
City: State / Province: Country: 

Contact name: 

Contact title: Contact e-mail address: 

E Onginal FDA erfahli~hmcnf rePistmtion number: CI Manufacturer 0 Contraet stedizer 
0 Add 0 Delete CI Contracf manufacturer 0 Repackagerlnelakler 

Comnanv / Institution name: Establishment registration number: 

Division name (if applicable): Phone number (include area codel: 

( 1 

( ) 
Street address: FAX number (include area code): 

Citv: State I Province: C"1l"trV 

Contact name: 

Contact title: Contact e-mail address: 

Venim 2.0 FMAL DRAFT - May 8, I998 
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I-Flow Corporation 

20202 Windrow Drive 
Lake Forest, CA 92630 
Tel: 800.448.3569 or 949.206.2700 
Fax: 949.206.2600 
w.i-flowcorp.com 

SPECIAL 51O(k): Device Modification - 
November 19.2002 

Via Federal Express 

Food and Drug Administration 
Center for Devices and Radiological Health 
510(k) Document Mail Center (HFZ- 401) 
9200 Corporate Blvd. 
Rockville, Maryland 20850 

Reviewing Staff: 

In accordance with §510(k) of the Federal Food, Drug, and Cosmetic Act and in conformance with Title 21 CFR 
5807.81, I-Flow Corporation is submitting this premarket notification for the Homepump prior to the introduction 
into interstate commerce for commercial distribution. 

The I-Flow Variable Rate Elastomeric Pump was cleared earlier this year on March 20, 2002 undei, K020660. This 
notification is being submitted to propose a labeling modification due to a design change. Please note that the 
I-Flow Variable Rate Elastomeric Pump has not been introduced into interstate commerce for cominercial 
distribution. 

No changes will be made to the indications for use, sterilization. fundamental scientific technology or packaging. 
/ . 

This premarket notification will repeat the Variable Flow Rate information from the previous submission (K020660) 
for ease of review. -wing changes/additions have been included: 

r/ 

1. Risk Assessment Addendum 
2. Directions for Use 
3. Flow rate specification change of                         

All questions and/or comments concerning this document should be made to: 

Shane Noehre 
Director of Regulatory Affairs 

Sincerely, 

Sh%e Noehre, RAC 
Director, Regulatory Affairs 
I-Flow Corporation 
20202 Windrow Dr 
Lake Forest, CA 92630 
Tel: (949) 206-2653, Fax: (949) 206-2600 
e-mail: shane.noehre@?i-flowcorD.com 

P a g e l o f 1 1  
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Special 510(k) 
I-Flow Variable Rate Elastomeric Pump 
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Special 510(k) 
I-Flow Variable Rate Elastomeric Pump 

PREMARKET NOTIFICATION 
TRUTHFUL AND ACCURATE STATEMENT 

(As required by 21 CFR 807.87(j)) 

I certify that, in my capacity as the Chief Operating Officer of I-Flow Corporation, I believe to 

the best of my knowledge, that all data and information submitted in the premarket notification 

for the Homepurnp are truthful and accurate and that no material fact has been oniitted. 

                                                                         
Name Tit1 

I-Flow Corporation J l  P/& 
Company Dated 

Premarket Notification (510(k) Number) 

Page3of11 
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20202 Windrow Drive 
Lake Fowst, CA 92630 

Fax: 949.206.2600 
(I*FLON), Tel: 800.448.3569 or 949.206.2700 

I-Flow Corporation www.i-flowcorp.com 
1 

d 

Verl3 - 4/24/96 

Applicant: I-Flow Corporation 

510(k) Number (if known): 

Device Name: 

Indications For Use: 

1. The I-Flow Variable Rate Elastomeric Pump is intended for continuous andlor intermittent 
infusion of medications for general infusion use, including antibiotic delivery, chemotherapy 
and pain management. Routes of administration include the following: intravenous, intra- 
arterial, subcutaneous, intramuscular and epidural. 

2. The I-Flow Variable Rate Elastomeric Pump is also intended for continuous andlor 
intermittent delivery of medication (such as local anesthetics or narcotics) to surgical wound 
sites and/or close proximity to nerves for preoperative, perioperative and postoperative 
regional anesthesia and pain management. Routes of administration may be 
intraoperative, perineural or percutaneous. 

I-Flow Variable Rate Elastomeric Pump 

3 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

(Per 21 CFR 801 .I 09) 

(Optional Format 1-2-96) 

3 
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Special 510(k) 
I-Flow Variable Rate Elastomeric Pump 

DECLARATION OF CONFORMITY 

As required by the risk analysis, all verification and validation activities will be performed by 
designated individuals and the results shall demonstrate that the predetermined ameptance 
criteria are met prior to the introduction into interstate commerce for commercial distribution. 

The I-Flow Corporation manufacturing facilities are in conformance with the design control 
requirements as specified in 21 CFR 820.30 and the records are available for review.           

                                  

                                                       

                                
Chief Operating Officer 
I-Flow Corporation I-Flow Corporation 

                 
Vice President of Engineering / R8D 

Verification and Validation activity will ensure the device meets the requisite design 
specifications and acceptance criteria and shall include the following: 

1. Flow Rate Accuracy:            at 95% confidence interval. 
2. Leak Testing: no leaks                                               
3. Residual Volume:            ml depending on model 
4. Bond Strength: >                                                                                                                

                                 
5.                                  n 9.0 of this submission. 
6. Package Integrity: per section 11 .O of this submission. 
7. Sterility: per section 12.0 of this submission. 
8. Incoming Inspection: per the Risk Assessment. 
9. lnprocess and Final Inspection: per the Risk Assessment. 

Reference Documents 
1. Risk Assessment for the variable flow component                       
2. Risk Benefit Assessment: Addendum to                     

Page 5 of 11 
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Special 510(k) 
I-Flow Variable Ralf! Elastomeric Pump 

1.0 GENERAL INFORMATION 
1 .I Purpose of Submission 

1 .I .I This submission is intended to notify the Federal Food and Drug 
Administration that I-Flow intends to make a labeling modification to our 
own legally marketed device. The change affects the variable flow rate 
component cleared under KO20660 for the Homepump. 

The labeling modification is due to a design change. It appears that the 
variable flow rate component when attached to the Homepiimp device 
will not be able to meet the accuracy as stated in K020660. I-Flow 

1 .I .2 

-. proposes to change the labeling forthe accuracy specification to           
at 95% confidence interval instead of           at 95Y0 contide7Einterval. 

1 .I .3 

1 .I .4 

1 .I .5 
1 .I .6 

1 .I .7 Product Code: MEB 

1.1.8 

1 .I .9 

Please note that the Variable Rate Homepump has not been introduced 
into interstate commerce for commercial distribution. 
No changes will be made to the indications for use, sterilization, 
fundamental scientific technology, packaging or pump. 

Common Name: Infusion Pump 

Classification Name: Pump, Infusion 

Device Classification: Class II, 880.5725 

Medical Specialty: General Hospital 

2.0 PHYSICAL SPECIFICATIONS AND DESCRIPTONS 

2.1 Description of Device 
The Homepump consists of an elastomeric pressure source with an integrated 
administration line. This premarket notification proposes a new component, i.e. 
the Variable Flow Rate Component. No other change will be made lo the 
Homepump. 

See Appendix B for drawings. 

2.2.1 

2.2.2 

2.2.3 

2.2 The Homepump 

The Homepump is an elastomeric infusion pump with an integrated 
administration set. Fill volumes range from 50 to 500 ml. 

The                                         function as the fluid reservoir and the 
pres                     

The pressure that pumps the fluid comes                                                
                                        which are forced                                                
filled. 

The incorporation of                                                                                  
                                                                                                                 
                                                                             ate any of the following 
optional components: 

2.2.4 

Page6of11 
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Special 510(k) 
I-Flow Variable Rate Elastomeric Pump 

c 

c 

L 

2.2.4.1                                                                            

This component                                    which can                     
from a dial. The dial is labeled with each flow raie and a 
                                                                                            As a 
flow rate                                                  be felt. After the 
healthca                                                 ow rate, the key may 
be removed and the dial cover is closed and tied off to 
prevent inadvertent changes to the flow rate. 

See section 3.0 for model configurations. 

The                                                                     A!: the dial is 
turn                                                                                       
which v                                                                                    
                                                                                             As 
the dial is moved from one labeled flow rate to the next the 
following occurs: 

2.2.5 The Variable Flow Component: 

2.2.5.1 

2.2.5.2 

Thus the                                                                                    
off.                                                                                            
and                                                                                   
                                           When dialed to                             
mllhr tubing is pinched off and the                                            
which results in                                                                 
                                                    tubings ar                       the 
                                                           which results in a total 
                                                          s as the dial is moved 
from position to position. 

2.3 Flow Control 

2.3.1 The fundamental scientific technology for controlling the flow rate 
remains the same as the existing (unmodified) Homepump and is 
identical in technology to the variable flow component cleared under 
K020660. 

Each administration line consists                                                               
                           

2.3.2 

Page 7 of 11 
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Special 510(k) 
I-Flow Variable Rate iElastmeric Pumu 

f 
\ 

r 
2.3.3 The                                                                                                       

Wh                                                                                            
approximated by                                    

           
            

2.3.4 Where Q is the flow rate, p is the pressure drop                               D is 
the inside diameter                                                 ,u is the dynamic 
viscosity of the fluid and L is the length                       The equation 
provides an approximation of the actual delivery time. 

3.0 NEW MODELS 

3.1 (optional) Variable Flow Rate Component 

This optional component replaces the                                                    and allows 
a combination of flow rates to be $ele                                                    The 
following models will be available: 

3.1 .I Model 1: combination                                                                                   

3.1.1.1 
Model 2: combination of 1 .O, 2.0 and 4.0 mllhr flow control tiJbing yields: 

3.1.2.1 
Model 3: combination                                                                                   

3.1.3.1 

                                                     

                                          

                                                

3.1.2 

3.1.3 

4.0 COMPONENTS AND MATERIALS 

Note:                      in materials will be made to the Homepump. All fluid path materials 
in the                     are in compliance with IS0 10993 prior to market distribution. 

The Homepump is disposable and single use only. 

5.1 Standard Operating Conditions: 
5.0 OPERATIONAL SPECIFICATIONS AND DESCRIPTIONS 

Residual Volume: 
Operating Temperature: 
Test Solution:                                  
Operating Pressure: 
Accuracy: 
Power Requirements: The Homepump is a mechanical device that utilizes the 
strain energy of the                                         which are forced to expand when 
the                         N                                      wer source is required to operate. 

5.3.1 The Homepump provides fixed flow and as such is not subject to fluid 
runaway conditions similar to that of some electronic pumps 

5.3.2 If for any reason the patient needs to stop his or her infusions, each 
administration set is supplied with a pinch clamp to stop the infusion. 

                 depending on model 
               for Variable Flow Rate set 

approximately 10 psi pressure source 
          at 95% confidence interval 

5.2 

5.3 SafetyIAlarm Functions 

Pageeof 11 
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Special 510(k) 
I-Flow Variable RaC Elastomeric Pump 

5.3.3 
5.3.4 

This device contains no alarms or indicators for flow other than visual. 
This device contains no alarms or indicators to detect air in line; 
however, each set may include an                                                   

I 
L 

6.0 BlOCOMPATlBlLlTY SPECIFICATIONS 

6.1 Biocompatibility testing is in conformance with IS0 10993 Part 1 for iall fluid path 
components based on intended application of the device prior to market 
distribution. 

7.0 CHEMICAL AND DRUG SPECIFICATIONS 

7.1 Compatibility 

7.1.1 

7.1.2 

7.2 Drug Stability 

There are no specific drugs referenced in the labeling for the 
Homepump. 

The Homepump is intended for general purpose drugs and pain 
medication. 

7.2.1 

8.0 INDICATIONS FOR USE 

There are no specific drugs referenced in the labeling for the 
Homepump. 

8.1 There is no change to indications for use. 

8.2 The I-Flow Variable Rate Elastomeric Pump is intended for continuous and/or 
intermittent infusion of medications for general infusion use, including antibiotic 
delivery, chemotherapy and pain management. Routes of administration include 
the following: intravenous, intra-arterial, subcutaneous, intramuscular and 
epidural. 
The I-Flow Variable Rate Elastomeric Pump is also intended for continuous 
and/or intermittent delivery of medication (such as local anesthetics or narcotics) 
to surgical wound sites andlor close proximity to nerves for preoperative, 
perioperative and postoperative regional anesthesia and pain management. 
Routes of administration may be intraoperative, perineural or percutaneous. 

The Homepump is disposable and single use only. 

The Homepump is suitable for use as an ambulatory device and is iiitended for 
use in the hospital, home environment or alternative care sites. 

The                                labeling will be to the accuracy of the variable flow rate 
com                              hed to the Homepump. The accuracy specification will be 
changed - from           at 95% confidence interval to           at 95% confidence 
interval. 

I-Flow Corporation believes the proposed labels and labeling, where appropriate, 
meets the requirements of 21 CFR Part 801 as it relates to a determination of 
intended use and adequate directions for use. 

8.3 

8.4 
8.5 

9.0 LABELS AND LABELING 

9.1 

9.2 

Page 9 of 11 
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Special 510(k) 
I-Flow Variable Rate Elastomeric Pump 

c 9.3 The Homepump Directions for Use labeling: 

9.3.1 

9.3.2 
9.3.3 Contains warning information. 
9.3.4 
9.3.5 

Provides comprehensive directions for preparation and use lor the 
Homepump. 

Describes the routes of administration as it relates to intended use. 

Contains the prescription statement required under 801.109 (b)(l). 
Includes the specifications of the Homepump. The specifications 
include the priming volume, residual volume, accuracy and operating 
conditions. 

I-Flow has developed product identification labeling for the Homepump. 
Refer to Appendix C for examples. 

Contains the prescription statement required under 801 .IO9 (b)(l). 

9.4 Identification labels and labeling 
9.4.1 

9.5 Packaging labels 
9.5.1 

There are currently no standards established for elastomeric infusion1 devices. 

There is no change in the packaging. Packaging is in conformance with the 
standard EN 868-1 (Packaging Materials and Systems for Medical Devices which 
are to be Sterilized). 

11.2 The Homepump is packaged in a sealed Tyvek pouch. 
11.3 Packaging is suitable for                                                              
11.4                                                                       on the Tyvek pouch. The results of 

                                                                       ined that the Tyvek pouches used to 
                                                  pump maintain sterility up to five years. 

12.1 There is no change in the sterilization methods. 
12.2 The methods of sterilization                                                                         
12.3 Sterilization validation methodology is                                                  

                                                  
12.3.1                                                                                                                   

                    
12.4 Sterilization validation methodology is                                                            

                                         
       

10.0 STANDARDS 
10.1 

1 1  .I 
11 .O PACKAGING 

b 

12.0 STERILIZATION 

                                                                                                                
                                                                                                                        
                                                                                  

12.4.2                                                                                                                     
                                                                                        

Page 10 of 11 
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I-Flow Variable Rate Elastomeric Pump 

V 

12.5 The sterile product under review here will have a sterilization assurance level 
(SAL) of IO6.                                                                      Under                           
                                                                                               

12.6 The Homepump is labeled pyrogen free and is                                                      
                                                                                     
12.6.1 I-Flow products have been validated for                     
12.6.2 Either method may be used as necessary. 

COMPARISON TO THE EXISTING (UNMODIFIED) HOMEPUMP 

13.1 Intended Use 

13.1.1 

13.0 

k --4p No change in intended use. 
y\%d 

13.2 Fundamental Scientific Technology 9 7  

- - -I /I; 
13.2.1 No change in technology. 

13.2.2 The Homepump is identical to the existing Homepump with the 
exception of the variable flow component. The variable flow component 
is identical to the one cleared under K020660. 

The operational specifications for the variable flow rate sets are the 
same as the existing (unmodified) Homepump except for the 
                                                                               

13.3.2 The variable flow rate sets are                                                     and the 
existing (Unmodified) low flow                                                                 
temperature as the                                             

It appears that the variable flow rate component when attached to the 
unmodified Homepump device                                                                  
stated in K020660. The accuracy specification for the variable flow rate 
device will be changed to           at 95% confidence interval and the 
existing (unmodified) Homepump has a           at 95% confidence 
interval specification. 

No change in sterilization or packaging. 

-I 13.3 Operational Specifications 

13.3.1 

13.3.3 

13.3.4 

P a g e l l o f l l  
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L Models: CV100035, CV270070, CV500140 

HomepumpB Eclipse C-Series 

Elastomeric Infusion System 

with 

Select-A- Flo W T M  

Variable Rate Controller 

- 
European Representative: 
MPS Medical Product Service GmbH 
Borngasse 20,35619 Braunfels 
Germany 

CE Manufactured by: 
I-Flow Corporation 
Lake Forest, CA 92630 
U.S.A. 

01 23 
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v 
NOTE: The Select-A-Flow controller is an integrated part of the pump. At 
this time, we don't have a picture with the controller as part of the 
Homepump tubing. This picture will of course he completed prior to 
market distribution. 

I 
_Î __-" ...., 

DISTAL END CAP @ FILL PORT CAP 

MEMBRANE 
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Homepump Eclipse C-Series Disposable Elastomeric Infusion System@ 
with Select-A-Flow- Variable Rate Controller 

DIRECTIONS FOR USE 

NOMENCLATURE 

0 Homepump E/astomeric Infusion Pump 

@ Select-A-Flow Variable Rate Controller 

0 Pinch Clamp 

0 Filter 1.2 micron, air-eliminating 

0 Flow Rate Dial 

@ Rate-Changing Key 

@ Lockable Cover 

0 FillPort 

INDICATIONS FOR USE 

The Select-A-Flow models incorporate a controller that allows the user to adjust the infusion rate 
by turning the rate-changing key on the device. The flow rate is within a predetermined range and 
is designated on each device. 

The Homepump is a disposable elastomeric infusion pump that is intended for delivery of 
medications for general infusion use, including chemotherapy and pain management. Routeis of 
administration include intravenous, intra-arterial, subcutaneous, intramuscular, epidural, 
intraoperative, perineural, and percutaneous. 

CAUTIONS 

1. Do not use if the package has been opened or is damaged or if either protector cap is not in 
place. 

2. Device is initially set at maximum flow rate. Adjust as necessary. 

3. If the Homepump is to be used for epidural drug administration, it should be labeled to 
differentiate from other routes of administration. Do not use a Y-adapter for epidural delivery. 
When using the Homepump for epidural drug delivery, make certain only d,rugs 
recommended for this route of administration are used. 

4. Do not resterilize the Homepump. The pumps are intended for single use only. The fluid 
pathway is sterile and nonpyrogenic. It is recommended that the pump be change'd in 
accordance with CDC guidelines or institutional policies. 

5. CAUTION: Federal (U.S.A.) law restricts this device to sale by or on the order of a physician. 
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CONTRAINDICATION 

This product is not intended for the delivery of blood, blood products, lipids or fat emulsions 

FILLING THE HOMEPUMP 

CAUTION: Use Aseptic Technique 

1, Remove the Homepump with the attached Select-A-Flow from its package. 

2. Remove the cap from the fill port. 

3. The Homepump can be filled with a syringe or similar device. After all air has been remclved 
from the filling device, attach securely to the fill port. 

4. Close the clamp and fill the Homepump with no more than the recommended maximurn fill 
volume (refer to Table 1). 

5. Remove filling device from the fill port 

6. Securely replace fill port cap. Ensure that the distal end cap is tightened securely 

7. Label with the appropriate pharmaceutical and patient information. Labels may be wrapped 
around the Select-A-Flow Administration Set tubing. 

CAUTION: The nominal infusion volume for each Homepump is labeled on the fill port. 

PRIMING THE VARIABLE RATE ADMINISTRATION SET 
Use Aseptic Technique 

1. Allow Homepump to warm to room temperature before using. 

2. Verify that the clamp on the tubing is closed. 

3. Open the plastic cover and ensure the dial on the face of the device is at the highest flow rate 
setting. Make sure you feel or hear the dial "click into place and the selected flow rate is 
aligned below the mllhr mark on the Select-A-Flow Variable Rate Controller. 

4. Open the clamp and remove the cap from the her lock at the end of the set. 

5. Medication will flow toward the end of the set 

6. When all air has been removed from the Select-A-Flow Administration Set and fluid is 
observed at the end of the luer lock, turn the dial to the, 0, off position and replace the cap on 
the end of the Select-A-Flow Administration Set. 

CAUTION: Make sure the dial is in the, 0, off position or the clamp is closed. 

STARTING THE INFUSION 

1. Connect the Homepump tubing to the patient's access site. Make sure the connecticln is 
secure. 

2. Select the appropriate flow rate by turning the dial on the Select-A-Flow Variable Rate 
Controller until the dial clicks into place, and the flow rate setting is aligned with the nillhr 
mark on the face of the Select-A-Flow Variable Rate Controller. 3 
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CAUTION: Insure proper flow rate is dialed 

WARNING: To discourage tampering, remove the rate-changing key from the dial by pulling the 
key straight out. Put the key in a safe place for later use, e.g.. attached to a key ring. 

Close the cover over the Select-A-Flow Variable Rate Controller. For increased tamper 
resistance, the cover may be locked to the Select-A-Now Variable Rate Controller using a 
standard tie wrap. 

Note: If desired, the cover may also be removed from the Select-A-Flow Variable Rate Controller 
by fully opening the cover and then pulling straight up on the plastic feet at the bottom of the 
cover. 

CHANGING THE FLOW RATE DURING AN INFUSION 

1. Insert the rate-changing key into the dial 

2. Turn the dial until the new flow rate is selected. Make sure you hear the dial "click into place 
and the selected flow rate is aligned below the mllhr mark on the Select-A-FlowVariable Rate 
Controller. 

3. Remove the key from the dial and put in a safe place for later use. 

THE END OF THE INFUSION 

When the elastomeric membrane is no longer extended, infusion is complete. Disconnect and 
dispose of the Homepump as instructed by your healthcare provider. 

d 

Delivery Time Information for the Homepump Infusion System with Select-A-Flow 
Tahla 1 . 

J 

When filled to nOminal volume, delivery accuracy is + 20% (at a 95% confidence interval) of the labeled 
infusion rate when delivering normal saline at 7 2 O  F (21°C) against a back pressure of 40 cm of water. 

CAUTIONS 

Actual infusion times may vary due to the following: 

- Filling the Homepump than nominal results in faster flow rate 

Filling the Homepump than nominal results in flow rate. 

Positioning the Homepump above (flow rate increases) or below (flow rate decreases) 
the catheter site. 

Temperature will affect solution viscosity, resulting in shorter or longer delivery time. The 
Homepump with Select-A-Flow has been calibrated using Normal Saline (NS) as the 
diluent and room temperature (21"C, 72°F) as the operating environment. When using 
NS and room temperature the Homepump will flow at the specified nominal rate. 

The Homepump delivery should be started within 8 hours of filling. Storage of a filled 
Homepump unit for more than 8 hours prior to starting infusion may result in a 10% 

5 Y 
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longer delivery time. 

If the Homepump unit needs to be stored in the refrigerator for any reason, allow the unit 
to warm to room temperature before using. Refer to Table 1: Delivery Time Informiition, 
for the required information to meet room temperature. 
Note: Delivery time can increase significantly as a result of extended storage time. 

The Homepump nominal flow rates are based on the use of normal saline as the diluent. 
Addition of any drug or use of another diluent may change viscosity and resLilt in 
increased or decreased flow rate. Use of 5% dextrose will result in 10% longer delivery 
time. 

When administering through a central or peripheral catheter, follow instructions provided 
by the catheter manufacturer. Peripherally inserted central catheter (PICC) lines srnaller 
than 20 gauge x 56 mm (or other restrictive devices) will decrease flow rate. 

Avoid getting detergents (like soap) on the filter, which may cause leakage from the air- 
eliminating vent. 

Roll tubing between fingers to promote flow if clamped for extended time. 

- 

- 

- 

- 

- 
Do not freeze the Homepump with Select-A-Flow. Testing under these temperature 
conditions has not been conducted. 

This product uses DEHP-plasticized PVC. Certain solutions may be incompatible with the 
PVC material used in the Select-A-Flow Administration Set. Consult the drug package insert 
and other available sources of information for a more thorough understanding of possible 
incompatibility problems. 

THE SELECT-A-FLOW ADMINISTRATION SET 

Flow Rates: Three different color-coded Select-A-Flow Administration Sets are available with the 
following flow rate range: 

. White - 2,4,6. 8, 10, 12, 14 mllhr 

. Green - 1,2, 3,4, 5, 6,  7 mllhr 

.Blue-0.5, 1, 1.5,2,2.5,3.3.5mllhr 

Delivery Accuracy: f 20% at a 95% confidence interval 

Residual Volume: 6 - 15 ml depending on model 
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Outside the USA or for I-Flow Corporation: 

949.206.2700 
or: 

www.i-flowcorp.com 

.J 

8 Homepump is a registered trademark of &Flow Corporation registered with the US. Patent and 

"Select-A-Flow is a trademark of I-Flow Corporation registered with the US. Patent and Trademark Omca. 
Trademark Ofke. 

U.S. and Foreign Patents pending. 
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(1) Homepump" Select-A-FCowm 
Variable Rate Controller 

300 mI Vol, 0.5 ml/hr - 3.5 ml/hr 
CAUTION: Device is initially set at maximum flow rate. Adjust as necessary. 

SEE DlRECTloNS FOR USE. SINGLE USE m y .  
CAUTION: FEDERAL LAW N.S.A.l RESTRICTS THIS DEVEE TO SALE BY OR aU N ORDER OF A PHYSICIAN. 

Manufanured by: Eurwan Re-: 

Lake Forest CA 92630 U.S.A. 
I-Flow Corporafion 

w. i - fbwcup.com 

MPS Medical Product Service GmbH 
Borngaae 20,35619 Braunfek. Germany CE 0123 

rrvmbkd m Me- U.S. and F-pn Patem PndiW. 

s7 
FOI - Page 47 of 73



c 

3 

REF H010-070 

(1) Homepump@ Select-A-Flow" 
Variable Rate Controller 

300 ml Vol, I .O ml/hr - 7.0 ml/hr 
CAUTION: Device is initially set at maximum flow rate. Adjust as necessaty. 

SEE DlRECTlDNS FOR USE. SWLE USE O N Y .  
CAUTION: FEDERAL lAW IU.S.A.l RESTRKTS THIS OEVKE TO SALE BY OR ON THE ORDER OF A PHYSICIAN. 

Manufactured by. Eumpan RepresenWive: 
I-FIow Corporation 
Lake Forest, CA 92630 U.S.A. 
www.i-ibwcorp.mrn 
AuawnHmm 

MPS Medical Product Service GrnbH 
Borngasse 20.35619 Braunfek. Germany CE 

0123 

u s and i m q n  b " 5  Pcmlng 
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REF H020-140 

(I) Homepump" Select-A-Flowm 
Variable Rate Controller 

300 mI Vol, 2.0 ml/hr - 14.0 ml/hr 
CAUTION: Device is initially set at maximum flow rate. Adjust as necessary. 

SEE DlRECTKMS FOR USE. SINGLE U5E ONLY. 
UUTlohl: FEDERAL LAW N.S.A. )  RESTRKTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN. - 

European RepreserUative: 
MPS Medical Product Service GmbH 
Borngaae 20, 35616 araunfels. Germany 

Hanutaclured by: 
I-Flow Corporation 

m V w . ~ . r n  

CE Lake For% CA 92630 U.S.A. 

Msembbd in Mnro 

0123 

us. ana F a w n  PMm PmdinD. 
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3 Appendix D 
Homepump Regulatory Documentation 
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FDA > CDRH > Product Classification Database Search Page 1 of 1 

t 

J 

, - 510 
(k) Events 
CFR I Advisory 

I Regismation I Listing 1 Adverse I PMA I Classification I CLIA 

I Assembler I " R I C  I Guidance 1 Standards 

_ _ _ _  ~ __ 
- __ 

Prototype -for testing only Committees 

New Search Back To Search Results 

Product Classification Database 

Device PUMP, INFUSION, ELASTOMERIC 
Medical Specialty General Hospital 
Product Code MEB 
Device Class 2 
510(k) Exempt? No 
Regulation Number 880.5725 
Third Party Review Eligible for Mutual Recognition Agreement 

Program 
Eligible for Accredited Persons Program 
Accredited Persons and Third Party Program 
Information 
Mutual Recognition Agreement Program 
Information 

Accredited Persons 

BRITISH STANDARDS INSTITUTION 
CALIFORNIA DEPARTMENT OF HEALTH SERVICES 
CENTER FOR MEASUREMENT STANDARDS OF 
INDUSTRIAL 
CITECH 
ENTELA. INC. 
INTERTEK TESTING SERVICES 
N.V. KEMA 
TUV AMERICA. INC. 
TUV RHEINLAND OF NORTH AMERICA, INC. 
UNDERWRITERS LABORATORIES, INC. 

Database Updated 11/5/2002 

CDRH Home I Search I A-Z Index I Feedback 1 Accessibili?, I Disclaimer 

61 http://www.accessdata.fda.gov/scripts/cdr~cfdocs/c~CD/classi~cation.cfm?ID=4O96 11/6/2002 
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FDA > CDRH > 5 1 O(k) Database Search Page 1 of 1 

510 

CFR I Advisory 

I Registration I Listing I Adverse I PMA ~ I Classification I CLIA 

I Assembler I " R I C  I Guidance I -~ Standards 

- _ _ ~  J (k, Events ~ 

- 
Prototype - for testing only E Committees 

New Search Back To Search Results 

510(k) Premarket Notification Database 

3 

Device Classification Name 

Regulation Number 
510(k) Number 

Device Name 

Applicant 

Contact 
Product Code 
Date Received 
Decision Date 

Decision 

Classification Advisory 
Committee 
Review Advisory committee 
Statement/ SummarylPurged 
Status 
SUMMARYlApproval Letter 
TY Pe 
Reviewed by Third Party 
Expedited Review 

PUMP, INFUSION, 
ELASTOMERIC 
880.5725 
KO20660 
HOMEPUMP, ECLIPSE, C- 
SERIES, PAINBUSTER, C- 
BLOC, 

20202 WINDROW DR. 
LAKE FOREST, CA 92630 
SHANE NOEHRE 
MEB 
03/01 12002 
03/20/2002 
SUBSTANTIALLY EQUIVALENT 

General Hospital 

General Hospital 

Sumrnaty only 

SUMMARY 
Special 
No 
No 

I-FLOW CORP. 

(SE) 

Database Updated 11/5/2002 

CDRH Home I Search I A-Z Index I Feedback I Accessibility - I Disclaimer 

3 

11/6/2002 62 
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".h, 

f 4c DEPARTMEh'T OF HEALTH 8% HUMAN SERVICES Public Health Slrrvice 

8 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 2'0850 

MAR 2 0 2002 

Ms. Shane Noehre 
Manager, Regulation Affairs 
I-Flow Corporation 
20202 Windrow Drive 
Lake Forest, California 92630 

Re: KO20660 
Trademevice Name: I-Flow Variable Rate Elastomeric Pump 
Regulation Number: 880.5725 
Regulation Name: Infusion Pump and Administration Sets 
Regulatory Class: I1 
Product Code: MEB 
Dated: February 26,2002 
Received: March 1,2002 

Dear Mr. Noehre: 

We have reviewed your Section 5 10(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of 
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a preniarket 
approval application (PIVIA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class 111 
(PMA), it may be subject to such additional controls. Existing major regulations affecting 
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish further announcements concerning your device in the __ Fedma1 
Register. 

Please be advised that FDA's issuance of a substantial equivalence determination doea not 
mean that FDA has made a determination that your device complies with other requirements 
of the Act or any Federal statutes and regulations administered by other Federal agencies. 

r 
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Page 2 - Mr. Shane 3 

You must comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the: Act); 
21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 
5 10(k) premarket notification. The FDA finding of substantial equivalence of your device to 
a legally marketed predicate device results in a classification for your device and thus, 
permits your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 
and additionally 21 CFR Part 809.10 f o r m  diagnostic devices), please contact the 
Office of Compliance at (301) 594-4618. - Additionally, for questions on the promotion and 
advertising of your device, please contact the Office of Compliance at (301) 594-4639 
Also, please note the regulation entitled, "Misbranding by reference to premarket 
notification" (21CFR Part 807.97). Other general information on your responsibilities under 
the Act may be obtained from the Division of Small Manufacturers, International and 
Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its 
Internet address ht tp  : / /www. fda. aov/ 

A 

Sincerely yours, 

L ! ?  
%imothy A. ulatowski 

Director 
Division of Dental, Infection Control 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

and General Hospital Devices 

Enclosure 

c 
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20202 Windrow Drive 
Lake Forest, CA 92630 
Tel: 800.448.3569 or 949.206.2700 
Fax: 949.206.2600 

I-Flow Corporation www.i-flowcorp.com P 
Veri 3 - 4/24/96 - 

Applicant: I-Flow Corporation 

510(k) Number (if known): KO20660 

Device Name: I-Flow Variable Rate Elastomeric Pump 

Indications For Use: 

I. The I-Flow Variable Rate Elastomeric Pump is intended for continuous andlor intermittent 
infusion of medications for general infusion use, including antibiotic delivery, chemotherapy 
and pain management. Routes of administration include the following: intravenous, intra- 
arterial, subcutaneous, intramuscular and epidural. 

intermittent delivery of medication (such as local anesthetics or narcotics) to surgical wound 
sites andlor close proximity to nerves for preoperative, perioperative and postoperative 
regional anesthesia and pain management. Routes of administration may be 
intraoperative, perineural or percutaneous. 

2. The I-Flow Variable Rate Elastomeric Pump is also intended for continuous andlor 

c 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

(Per 21 CFR 801.109) 

/I (Optional Format 1-2-96) 

Page 4 of 12 
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Appendix E 
Summary of Safety and Effectiveness 
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Dsc-16-02 13 :23 From- I-FLOW CORPORATION t949-206-2600 T-132 P.03/03 F-481 
I-mow Varlable.R;lle Elasi&etic ~ u m i  

SPECIAL 510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS 

December 18,2002 

Submitter: 

Contaqt: 

Trade Name: 

Commvn Name: 

Classification Name: 

Existing Device: 

Device Description: 

Tec hnqlogy 
Comparison: 

I-Flow Corporation 
20202 Windrow Drive 
Lake Forest. CA 92630 

Shane Noehre 
Director, Regulatory Affairs 
I-Flow Corporation 

I-Flow Variable Rate Elastomeric Pump 

Infusion Pump and Administration Set 

Pump, Infusion 

\-Flow Elastomeric Pump (K020660) 

The I-Flow Variable Rate Elastomeric Pump consists of an elastomeric 
pressure source with an integrated administration line. Thi:s special 
510(k) proposes a labeling change to the existing device submitted 
under KO20660 for the variable flow rate component. 

The Variable Flow Rate Component is identical in design to the one 
recently cleared under K020660. 

Conclusion: The I-Flow Variable Rate Elastomeric Pump was cleared under KO20660 on March 
20, 2002. It was found to be substantially equivalent to the existing I-Flow Elastomeric Pump and 
the variable flow rate component cleared under K020251. 

Paow 1 of 1 
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ORefused to accept. 
additional information (other than refuse to accept). 

equivalent to marketed devices. 

U N O T  substantially equivalent to marketed devices. 

m o t h e r  (e.g., exempt by regulation, not a device, duplicate, etc.) 
Is this device subject to Postmarket Surveillance? 
Is this devicc subject to the Tracking Regulation? 
Was clinical data necessary to support the review of this 510(k)? 
Is this a prescription device? 
Was this 5 10(k) reviewed by a Third Party? 

Special 5 10(k)? 
Abbreviated 510(k)? Please fill out form on 11 Drive SlOk/boilers 

This 5 1 0(k) contains. 

De Novo Classification Candidate? UYES 

Truthful and Accurate Statement 0 Requested d Enclosed 
e for originals received 3-14-95 and after) r A 5 10(k) summary OR O A  510(k) statement 

, 0 The required certification and summary for class I11 devices 

NO 

UYES M O  
O Y E S  M O  

M O  2; U N O  
UYES d N 0  
&E S NO 
OYES @NO 

[7 The indication for use form (required for originals received 1-1-96 and after) 
Animal Tissue Source U Y E S  U N O  

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs): 

No Confidentiality fl Confidentiality for 90 days fl Continued Confidentiality exceeding 90 day 

Predicate Product Code with class: Additional Product Code(s) with panel (optional): 
/ 

Filial Rcvic\v: 

I<cvised:X/I 7/ /99 

4 
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SPECIAL 510(k): Device Modification 
ODE Review Memorandum (Decision Making Document is Attached) 

To: THE FILE R E  DOCUMENT NUMBER K 023883 

This 510(k) submission contains informationldata on modifications made to the SUBMITTE:R'S own 
Class 11, Class HI or Class I devices requiring 510(k). The following items are present and ;acceptable 
(deleteladd items as necessary): 

1. The name and 510(k) number of the SUBMITTER'S previously cleared device. (For a 
preamendments device, a statement to this effect has been provided.) 

2. Submitter's statement that the INDlCATlONllNTENDED USE of the modified device as described in 
its labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for 
use, package labeling, and, if available, advertisements or promotional materials. 

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, eng,ineering 
drawings, photographs, user's and/or service manuals in sufficient detail to demonstrate that the 
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed. 
This change was for a device modification of a variable flow rate component. This 
modification requires a                                                                                                                               
to pluslminus           

4. Comparison Information (similarities and differences) to applicant's legally marketed predicate 
device including, labeling, intended use, physical characteristics, and the modified set is calibrated 
at                                                                                                                                                          

5. A Design Control Activities Summary which includes: 
a) Identification of Risk Analysis method(s) used to assess the impact of the modification on the 

device and its components, and the results of the analysis 
b) Based on the Risk Analysis, an identification of the verification andlor validation activities 

required, including methods or tests used and acceptance criteria to be applied 
c) A declaration of conformity with design controls. The declaration of conformity shoiAd include: 

i) A statement signed by the individual responsible, that, as required by the risk analysis, all 
verification and validation activities were performed by the designated individual(s) and the 
results demonstrated that the predetermined acceptance criteria were met, and 

ii) A statement signed by the individual responsible, that the manufacturing facility is in 
conformance with design control procedure requirements as specified in 21 CFR 820.30 and 
the records are available for review. 

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for 
Use Enclosure (and Class 111 Summary for Class 111 devices). 

The labeling for this modified subject device has been reviewed to verify that the indicationhtended use 
for the device is unaffected by the modification. In addition, the submitter's description of the particular 
modification(s) and the comparative information between the modified and unmodified devisxs 
demonstrate that the fundamental scientific technology has not changed. The submitter has provided the 
design control information as specified in The New 510(k) Paradigm and on this basis, I rec:ommend the 
device be determined substantially equivalent to the previously cleared (or their preamendnient) device. 

%d JU+A 
(Revieweis Siqnaturel 

Comments 
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Memo to the record 

Subject: I-Flow Variable Rate Elastomeric Pump (K023883) by I-Flow 
Corporation 

                                                                    
We called Mr. Shane Noehre and Requested to add a caution from KO23098 

The company sent a reply by FAX as attachment 1. 

                                                                                                               
       called him again to modify the proposed caution and the company agreed 
with it as attachment 2. We also clarified the trade name. 
The summary of safety and effectiveness has been changed. 

      
                         

FOI - Page 60 of 73



Dec-17-02 I 1  :43 From-I-FLOW CORPORATION 

20202 Windrow Drive 
Lake Forest. CA 92630 

@ Phone (949)206-2700 
(80Oj 448-3569 

Fax (948) 208-2800 

t848-206-2600 T-100 P 01/02 F-403 

,-,tti?lhwmi I 

- 70:                                        From Shane Noehre 

- -ally: FDA pages: 2 

- fax:                        W k  12/17/2002 

pho-                        CC. 

-- p I = t  KO23863 

p Utgent a For Review 0 Please Comment 0 Pleare Reply 0 Please Recycle 

I 
p comments: 

please see attached letter 

Shane Noehre 
Oirector. Regulataw Affairs 
I-Flow  tion on 
Tel: (949) 206-2653, Fax: (949) 206-2600 
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Dec-17-02 1 1  :43 F rom-I-FLOW CORPORATION tQ4Q-206-2600 T-100 P 0 2 / 0 i !  F-403 

I - F I O ~  Corporation www.i-nowcorp.caia 

Re: KO24883 

Dear                              

This le%r is in regards to our phone conversation on December 17, 2002. AS requested, below is the proposed 
caution qtarement for KO23853 and the reason for changing the accuracy of K023883. 

i 
[FqA proposed statement] 

CAUTION: Please be aware that the actual flow m e  at which the medication is delivered and total amount 
of Fedicadon the patient receives                                          depending on reservoir size and chosen flow 
rate,. Please take this variance of                                                nsideranon in determining both the flow rate 
andi duration of delivery of medication in order to reduce the probability of an adverse event. 

[I-ltlow proposed statement1 
CA$lTION: The selected flow rare                                                      
coqsideration when determining medication delivery to rduce  porenrial adverse events. 

Please take this variance inro 

We trieq to make the statement concise yet carry your original intent. We reduced prepositional phrases whenever 
possible\ For example, “Please be aware” is 
synonyTous with [CAUTION. Also we simplified the confusing verbiage on medication delivery as any healthcare 
professipnal using an infusion pump understands that pump volume and flow rate dictate the delivery time as this is 
fundamgntd to their practice of medicine. I was confused by reading the first statement and truly believe the second 
starernetpt is easy to read, meaningful and true to the original intent. 

We eliminared redundant and/or synonymous worddphrases. 

K02388P was submitted to change the                                                                      We originally believed in the design 
and devidoprnent process thar rhat we                                                               it now looks like it will more closely 
be              Thus, I-Flow submitted a second SlO@) IO state the new accuracy specificarion. If we can achieve the 
                    ification at a future date, then I-Flow will revert to the original 5 1 O(k) (K020660) for mwker clearance. 

Please let me know if you have any questions. 

Sincerely, 

Shsne JVJoehrc 
Director, Regulatory Affairs 
I-Flow Fotporation 
Tel: 94D.206.2653 
Fax: 94fJ.206.2600 
E-maik shane.noehre@i-flowcorp.com 
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Oec-11-02 13:22 From-I-FLOW CORPORATION 

20202 Windrow Drive 
Lake Forest, CA 92630 
Phone 1949) 206-2700 

I-FLOW (8OOi 448-3569 
CORPORATION Fax (949) 206-2600 

Tb. Mr. Harry Sauberman From: Sham Noehre 

Camisany: FDA Pages: 3 

- Fpx: 301.4~0.3002 Date: 12/18/2002 

Phone; 301.443.8879 

subied KO23883 

C C  
_I 

0 Urgent [XI For Revlew 0 Please Comment 0 Please Reply 0 Please Recycle 

Comments. 

Please see attached letter. 

Shane Noehre 
Director, Regulatory Affairs 
I-Flow Corporation 
Tel; (949) 206-2653, Fax: (949) 206-2600 
Email: shane.noehre@i-flowmrp.com 
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Dec-l E-02 13: 23 From- I -FLOW CORPORATION 
t848-206-2600 1-132 F.02 /03  F-481 

I-Flow Corporatio~i r*ww.i-flowc~rp.mm 

Re: KO23883 

Dear Mr. Saubexman: 

Tius lettqr is in regards 10 our phone conversation on December 18, 2002. As requested, below is rhe caurion 
statement for K0238S3 thar will added to ow labeling and that we agreed to implement. 

CAUTION: The amount of medication over the therapeutic period and delivery time can varj by as much 
as 20% due to the flow rate variation. Please rake this variance inro consideration when determining 
medication delivery to reduce potential adverse effects. 

AISO. the name of the device is “I-Flow Variable Rate Elasromeric Pump”. I’ve enclosed a new Sxmmary of Safety 
and Effectiveness page to COIT~CC the name on the header. 

Sincerely, 

Shanr Nqehre 
Director, Pegulatory Affairs 
I-Flow Cqrporarion 
Tel: 949.206.2653 
Fax: 949.206.2600 
E-mail: s~9ne.noehre@i-flowcorp.com 
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tY4I-LUb-LbUU 1-132 F.03/03 F-491 
I-ROW Varlable Rirte ~~ast&eric Pump 

SPECIAL 510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS 

December 18,2002 

Submitter: 

Contact: 

Trade Name: 

Commpn Name: 

Classification Name: 

Existing Device: 

Device Description: 

I-Flow Corporation 
20202 Windrow Drive 
Lake Forest, CA 92630 

Shane Noehre 
Director, Regulatory Affairs 
I-Flow Corporation 

I-Flow Variable Rate Elastomeric Pump 

Infusion Pump and Administration Set 

Pump, Infusion 

I-Flow Elastomeric Pump (K020660) 

The I-Flow Variable Rate Elastomeric Pump c nsists of an el storneric 
pressure source with an integrated administration line. This special 
5lO(k) proposes a labeling change to the existing device submitted 
under KO20660 for the variable flow rate component. 

Technqlogy 
Comparison: The Variable Flow Rate Component is identical in design to the one 

recently cleared under K020660. 

Conclusion: The I-Flow Variable Rate Elastomeric Pump was cleared under KO20660 on March 
20. 2002. It was found to be substantially equivalent to the existing I-Flow Elastomeric Pump and 
the variable flow rate component cleared under K020251. 

Paw 1 d 1 
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. .  
510(k) ''SUBSTANTIAL EQUIVALENCE" 

' . DECISIONiMAKIh'G PRGCESS . .  

. .  
Naf Subsiantially 

., T' ' . oMackcId NewDev i~ i~Compared la  Lkyjcc 

. .  ./ 
Descriptive Information ' +s New Device Have Same 

about Ncw ?r Marketed Indication S r a l c i n c n t ~  TherapcutiJDiagnostidctc.. Eff& YES Eg!&ilent Delerminarion 
Device Requested as Needed 

NO .Do lhc Differences Alter the intended 

(in Deciding. May &onrider Impact 
' . 1 YES SaTcty and Eff'ectivcness)? 

. .  I 
Ncw Device Hb Same Intended 

Use and May b; "Sybrtantially Equivalenl" 

01 
W Does New Device Have Same 

Tcchnolagical Charactcrirtics. NO Could the Ncw 
c.g. Design, Materials, ctc.? Charaderistics 

AfTecl Safely 01 

- 

I 

I 
New Device Has 
New Intcndcd Use 

Do lhc New Characteristics I 
Are (he Descriptive 

10 Ensure Equivalence? 
Characteristics Precise 

NO 
7 Are Performance Dah 

Available to Asses Equivalence? 

1 
PCCfOrm.3"ce 
Data Required 

I 

YES 

a 

YES 
NO 

Do Amp led  Scientific 

Mcdtods Exist far- 
Assessing Efkcccls oi 
the New Characteristics? 

@ 1'"s 
/\re Perromance Dala Available NO 

To Assess ERecccls afNew __ 
Characteristics?*** 

I 

Pdormance Dala LkmonsInte Pedomance Data Demonstrate 
Equivalence? 4- Equivalence? -t- 

IN0 

To @ "Substantially Equivalent" 
To @ Dclcrmination 
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. .  

' . SCI&ENINC; CH~XIILLSI. 
' . ' FOR ALL ~ R E V L ~ R K E T  NOTIFICATION [sio(k)] SUBMISSION$ 

, .  

. .  . . . .  
. .  . .  

. .  
. .  

. .  
. 

. .  . . . .  ..>,.. . .  . .  

. .  
. .  

ber: 
. .  , .  

. .  I 

The'c&r lemer clearly identifies the type of 510Q submission &(Check . . .  the '-  . I ,  , 

.. 
. .  . .  appropriate-box):. ' .: : '. ~. 

0 . .  A&+&ted 510&) 

. .  . .  
Do Sections 1 and 2 

Specid Slog) . .  

. .  

.~ . .  . .  . .  . .  

' -  . . . .  Bo Sections 1;.3 and 4 

U Traditional 51o(k) or no identification provided - Do Section:: 1 and 4 

Section 1: Required Elements for All Types of 510(k) submissions: 

..- 

.... 

...... 

- May not be applicable for Special 5100s. 
- Required lor Class 111 devices, only. 
~ See pages 3-12 and 3-13 in the Premarker Notification [SlO)] Manual and the 

...... 

......... 
Convenience Kir s Interim liegulatoly Guidance. 
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Section 3: Required Elements for a n  A B m 5 l O ( k ) *  submission.: 

Present 

For a submission, which relics on a guidance document and/or 
special control(s), a summary report that describes horn the 
guidance and/or special coiltrol(s) was used t o  address the risks 
associxtcd with the particular device type. (If a manufacturer 
cleccs to usc a n  zlrcmatc approach to address a particular risk, 
sufficicnt detail should be provided to j us t i f y  that approach.) 
For a subinksion, wliicli relics on a rccognlzcd standard, a 
dcclaration of conform~ty [For a listing of t he  required clemcnts 
o f  a dcclaration o f  conforlnity, SEE Required Elements for a 
Dcclaration of Conforn3  ~~ to a __ R c c e e d  Stmldard, which 

Inadequa te  
or Miss ing  

- 
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.. 

- 

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 
5lO(k) submissions (IIApplicable): 

I 1 1, i>,,,[cc] \\ l[li 5 IS(]\] llcJi\$'<.\ 011 0 l t '  1 <ll . i \ i ' . ]  
i . - ~- ~~ ~~ ~~~~ ~~~ ~~ ~ ~ ~ ~ . 

~~~ ~ ~~ ~ 

Fob a.subnIission, wliicli relies oil a recogiiizcd.s~aiid.lrd widlout a . . 

dec&&i of Coriformity, a statement that the manufacturer .' ' . 

h& been historically accepted by FDA, .a stitemeht that the 

-&at s,up.pott;lp, &ca will be available before m&eting,the device. 

been historically accepted by FDA; a statement that the 
rn&ufaayrer.intendr, to codem to arecognized &da.rd &d 
that supportingdam'd be available before ma&tmgthe~device '. 

. .  

. . .  :intends to &&rm to a recognized standard and that supporting . .  . .  . . ' .  . , .. . .  
data will be available before marketine, the device. . .. . . ' 

Fora submission, which relies on a non-recognized sttandidthat 

m&ufaaurer'intends to conform to a recopized,stmdard and ' ' . 

For a s;lbmission, which relies on a'non-recognized . .  standard . that . .  . . . . 

has 

,' 

. .  

. .  

. .  
. .  

. ,  

. I  

and'any ad&tional information requisted by the reviewer in order 
tddetermine substantia equivalence. 
Any additional information, which is not covered by the guidance 
document, special control, recognized standard and/or non- 
recognized standard, in order to detetmine substantial 
equivaience. 

. 

Itenis m'tb checks in the "Present or Rdeqitate" coliimn do not require E additional 
information from die sponsor. I t e m  with cbecks in the "Missing or Inadequate" 
column tnrtst he si1 

Passed Screening 
Ikviewei : 
Concurreilce by I< 

tantive review ofthe docutnent. 

FOI - Page 69 of 73



. .  . .  . .  . .  

. .  
. .  . .  

. .  
. .  

. .  

. .' n e  defi&n&s identified above reprknt  the issues that we believe needto be.resolvd. 
before our r&&+ of your 510(k)'submissi,on & be suc~essfullr completed. In developing 

. the defi&n&, we Carefullyconsidered the &uutoryCriteria,as~defmed$ Section 5130 of 
the Federal Food, Drug, and Cosmetic A a  for d e t e d g  substantid &Vdence of your 
device. .we also considered the burden that may be h&ed in your attempt to respond to 

re.solving these issue. 'If, however, you believe that infomation is'being requested that is . . 

'not relevant to the regulatory decision or that there is a less burdensome way to resolve the 
issues, you should follow the .procedures outlined in the "A Suggested Approach to 
Resolving Least Burdensome Issues" document. It is available on our Center web page at: 
hup://n.wn~.fda.gov/cdrh/modacr/leastburdenson~e.llt~ 

. ; 

. .  ~' 

. 
' &e deficie,naes. Mebelieve that we have Conridered the least' burden.so&e approa&.to 1 ~. 

' '. 

: 
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4/95 

. . 
, . '  . . .  

. .  

SPJ(K) ~JC~CUI~ENTATION WRMS ARE AVATLAI~LE ON rrie LAN ~ E R ,  SIO(K') 
' ' BOILERPJ&+ES T I T L E D ,  " . W C U " T A T I O N "  . .  AND . MUST. BE 'FIiLED OUT .WITH.  . . 

EVERY FINAL UECI'SION (SE, N S E ,  NO%'& bEVICE, ETC.). 

1. Is Product A Device 

2 .  Is Device Subject TO 510(k)? 

3 .  Same Indication Statement? 

4 .  DO Differences Alter The Effect Or 
Raise New Issues of Safety or 

Effectiveness? 

5. Same Technological Characteristics? 

6. could The New Characteristics Affect 
Safety Or Effectiveness? 

7. Descriptive Characteristics Precise 
Enough? 

0. New Types Of Safety or Effectiveness 
Questions? 

9 .  Accepted Scientific Methods Exist? 

10. Performance Data Available? 

1 1 .  Data Demonstrate Equivalence? 

. .  
. .  

/ 

/ 

/' 

, 

/ 

. .  
'SUBSTANTIAL EQUIVALENCE- ( S E )  DECISION U A K I N G . ~ \ T I O N  

. . .  . 
. .  . . .  . .  

K . .  

Reviewer: 

Division/Branch: 

Device N a m e :  

Product To Which Compared (510(K) Number If Known): 

If NO := Stop 

If NO := Stop 

If YES = GO To 5 

If YES = Stop NE 

If YES = Go TO 7 

If YES = Go To 8 

If NO = Go To 10 
If YES = Stop SE 

If YES, = Stop NE 

If NO r S t O D  NE 

If NO = Request 
Data 

Final Decioion: 

- __ - __ 
N o t e :  In addition to completing the form an the LAN, " y e s "  responses to 

questi~ons 4 ,  G ,  8 ,  and 11, and every "no- reoponse r , q u i r e a  an 
explanat ion. 
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' 2 .  Device Description:.Provide.a statement of how the device iweither . ' 
similar to and/or ,different from other marketed devices,' plus  data .(if 
necessary) to support the 8tatemen.t. Is the.device'.-Life-supporting or 
life sustaining? Is  the device'.implanted (short-term or long-term)7 obea 
the device' design use software? Ie. the  dev.ice sterile?.. Is %he .device for 
single use7. Is the' devke over-thk-counter .or .prescription use? . Does 'the 
device contain drug or biological product as. a component? Is this device 
'a kit? Provide a summary about the devices design, materials, physical 
properties and'toxicology profile if important. 

: . 
. .  

. . . 
. . 

EXPLANATIONS TO *YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED 

1. 

2 .  

3 .  

4 .  

5. 

6. 

7. 

8 .  

9 .  

10. 

11. 

Explain why not a device: 

Explain why not subject to 510(k): 

How does the new indication differ from the predicate device's 
indication: 

Explain why there is or is not a new effect or safety or e.?fectiveness 
issue: 

Describe the new technological characteristics: 

Explain how new characteristics could or could not affect safety or 
effectiveness: 

Explain how descriptive characteristics are not precise enough: 

Explain new types of safety or effectiveness questions raised or why the 
questions are not new: 

Explain why existing scientific methods can not be used: 

Explain what performance data is needed: 

Explain how the performance data demonstrates that the dei,ice is or is  
not substantially equivalent: 

ATTACH A D D I T I O N A L  SWPI 'ORTING INFORMATION 
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Infernal Adminisfrafive Form 

. .  
. .  

1. Did the firm request expedited review? 
2. Did we grant expedited review? 
3. Have you verified that the Document is labeled Class 111 for GMP 

purposes? 
4. If, not, has POS been notified? 
5. Is the product a device? 
6. Is the device exempt from 510(k) by regulation or policy? 

8. Are you aware that this device has been the subject of a previous N S E  -I 7. Is the device subject to review by CDRH? 

decision? 
9. If yes, does this new 510(k) address the NSE issue(s), (e.g., 

performance data)? 

investigation? 
IO Are you aware of the submitter being the subject of an integrity 

11. If, yes, consult the ODE Integrity Officer. 
12.Has the ODE Integrity Officer given permission to proceed with the 

review? (Blue Book Memo #191-2 and Federal Register 90N0332, 
September 10,1991. 

~ 

FOI - Page 73 of 73


	Cover Page
	Table of Contents
	510K SUMMARY - 4 pages
	CORRESPONDENCE - 4 pages
	Decision Letter - 2 pages
	Indications for Use - 1 pages
	Acknowledgement Letter - 1 pages

	ORIGINAL - 47 pages
	Contents - 47 pages

	REVIEWER INFORMATION - 16 pages
	Reviewer Memorandum - 1 pages
	Reviewer Notes - 7 pages
	510K Decision Tree - 1 pages
	Reviewer Notes - 7 pages


