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August 4, 2022 
Arrow Intl., Inc. 
William Paquin 
Quality Assurance/Regulatory Affairs 
9 Plymouth St. 
Everett, Massachusetts 02149 

Re: K002256 
Trade/Device Name: Arrow ACAT 2 Intra-Aortic Balloon Pump 
Regulation Number: 21 CFR 870.3535 
Regulation Name: Intra-aortic balloon and control system 
Regulatory Class: Class II 
Product Code: DSP 

Dear William Paquin: 

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated dated May 3, 2001. 
Specifically, FDA is updating this SE Letter to reflect an administrative correction corresponding to the 
reclassification of intra-aortic balloon and control system (IABP) devices when indicated for acute coronary 
syndrome, cardiac and non-cardiac surgery, or complications of heart failure, a preamendments class III 
device, into class II (special controls), as detailed in the final order published on December 20, 2019 (see 
here for more information: https://www.federalregister.gov/documents/2013/12/30/2013-
31218/cardiovascular-devices-reclassification-of-intra-aortic-balloon-and-control-systems-for-
acute#:~:text=The%20Food%20and%20Drug%20Administration%20(FDA)%20is%20issuing%20a%20fina 
l,(special%20controls)%2C%20and%20to). In addition, IABP devices indicated for septic shock or pulsatile 
flow generation will remain Class III devices and would not be appropriate for the premarket notification 
pathway(510(k)), instead requiring a premarket approval (PMA). 

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Alejandra Cambonchi, OHT2: Office of Cardiovascular Devices, 301-796-0552, 
Alejandra.Cambonchi@fda.hhs.gov. 

Sincerely, 

Nicole M. Gillette -S 
Nicole Gillette 
Assistant Director 
DHT2B: Division of Circulatory Support,

 Structural and Vascular Devices 
OHT2: Office of Cardiovascular Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 

www.fda.gov
mailto:Alejandra.Cambonchi@fda.hhs.gov
https://www.federalregister.gov/documents/2013/12/30/2013
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See PRA Statement below.Indications for Use 
510(k) Number (if known) 
K002256 

Device Name 
Arrow ACAT 2 Intra-Aortic Balloon Pump 

Indications for Use (Describe) 

The ACAT 2 Intra-Aortic Balloon Pump is clinically indicated for the following conditions: 
a. Acute Coronary Syndrome 
b. Cardiac and Non-Cardiac Surgery 
c. Complications of Heart Failure 

Type of Use (Select one or both, as applicable) 

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.” 

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publishing Services (301) 443-6740 EF 

mailto:PRAStaff@fda.hhs.gov


 

 

 
 

  
 

 
 

 
 

 

  
 

  
 

  
 

  
  

  
 

  

 
 

 
 

   

  

    
 

  

 
   
 
 
   
   

 
  

 
  

 
  

 

Arrow International LLC 
(Subsidiary of Teleflex Inc.) 
3015 Carrington Mill Blvd 

510(k) Summary K002256 Morrisville, NC 27560 

Arrow ACAT 2 Intra-Aortic Balloon Pump 

Date Prepared: May 23, 2001 
Date Summary Updated: July 27, 2022 

A. Submitter 

Arrow International, Inc. 
9 Plymouth Street, 
Everett, MA 02149 

Updated Correspondent Address: 
Arrow International LLC 
(Subsidiary of Teleflex Inc.) 
3015 Carrington Mill Blvd 
Morrisville, NC 27560 

B. Contact Person 

Brenda Johnson, Director of Regulatory 
Phone: 612-263-2065 

C. Device Name 

Trade Name: Arrow ACAT 2 Intra-Aortic Balloon Pump 

Common Name: Intra-Aortic Balloon Pump (IABP) 

Classification Name: Intra-Aortic Balloon and Control System (21 CFR 870.3535) 

D. Predicate Devices 

The ACAT 2 is substantially equivalent to the following devices: 
1. Belmont Model NGPBP IABP, Belmont Instruments Corporation (K983866) 
2. ACAT 1, Arrow International (K965209) 
3. KAAT II Plus IABP, Arrow International (K905313) 
4. System 95 and 97 IABP, Datascope Corporation (K942454, K961509) 
5. Bard Transact System H8000, Belmont Instruments Corporation (K915580) 
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E. Description of Device 

The ACAT 2 IABP is the next generation of the Arrow ACAT 1 IABP manufactured by Arrow 
International. 

The purpose of the new ACAT 2 is to convert the original ACAT 1, which is a manual adjustment 
system, into a one button automatic or manual IABP system. This will be accomplished through 
the development of new software algorithms. The existing ACAT 1 hardware, electronics, pump 
assembly and packaging designs are the same for the ACAT 2 IABP. 

NOTE: This is a software update to the existing ACAT 1 IABP only. 

This software has been developed to meet customer requirements and/or preferences. The 
software is identical to the ACAT 11 software, with the addition of an “Optimized” mode. The 
Optimized mode employs greater device involvement in detecting the patient’s heartbeat and 
timing the inflation and deflation of the Intra-Aortic Balloon (IAB), thus reducing the requirements 
for intense monitoring by a qualified Cardiologist or Perfusionist. 

F. Indications for Use 

The Arrow ACAT 2 Intra-Aortic Balloon Pump is clinically indicated for the following conditions: 
a. Acute Coronary Syndrome 
b. Cardiac and Non-Cardiac Surgery 
c. Complications of Heart Failure 

G. Technological Characteristics 

The device has comparable technological characteristics as its predicates. 
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