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ZOLL Medical Corporation, Worldwide Headquarters September 1, 2023
Shannon Duhamel
Regulatory Affairs Specialist
269 Mill Road
Chelmsford, Massachusetts 01824-4105

Re:  K131919
Trade/Device Name: ZOLL ePCR iOS 
Regulation Number:  21 CFR 870.2450
Regulation Name:  Medical Cathode-ray Tube Display
Regulatory Class:  Class II
Product Code:  DXJ

Dear Shannon Duhamel:

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 December 17, 2013. 
Specifically, FDA is updating this SE Letter to remove the secondary product code NSX as an administrative 
correction.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter, please 
contact Aneesh Deoras, OHT2: Office of Cardiovascular Devices, 240-402-4363, 
Aneesh.Deoras@fda.hhs.gov.

Sincerely,

for
Jennifer Shih Kozen
Assistant Director
Division of Cardiac Electrophysiology, 
    Diagnostics, and Monitoring Devices
Office of Cardiovascular Devices 
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Aneesh S. Deoras -S







SECTION 4 - INDICATIONS FOR USE

510(k) Number (if known): lS/q4
Device Name: ZOILL OP2CR lOS

Intended Use:

ZOLL ePCR iOS is intended for the collection, storage and printing of patient data that is
entered by a user (caregiver), or captured from specified medical devices, and Integrated
into a patient care report (patient electronic medical record). ZOLL ePCR iDS is intended
for use by qualified medical personnel providing direct patient care in the pre-hospital
environment to document the care provided. ZOLL ePCR iOS is indicated for use by health
care providers whenever there is a need for generation of a patient record.
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510(k) Summary:

Submitter's Name and Address:

ZOLL Medical Corporation
269 Mill Road
Chelmsford, MA 01824-4105
(978) 421-9655

Contact Person:

Shannon Duhamel

(978) 421-9574

Date Summary Prepared:

June 24, 2013

Device:

ZOLL ePCRiOS

Classification:

Classification Product Code:
21 CFR 870.2450. Display, Cathode Ray Tube, Medical. Product code: DXJ.
Device Class: 2.

Secondary Product Code:

Software, Transmission and Storage, Patient Data. Product code: NSX. Device
Class: Not Classified.

Description:

The proposed ZOLL ePCR jOS is a software-only product. ZOLL ePCR iOS is a
medical data collection system used to collect, store and print patient data that is
entered by a user (caregiver), or captured from specified medical devices, and
integrated into a patient care report (patient electronic medical record). ZOLL
ePCR iOS is non-alarming software that runs on various iOS devices (iOS is the
Apple operating system for use on iPads and iPhones).
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Intended Use:

ZOLL ePCR iOS is intended for the collection, storage and printing of patient
data that is entered by a user (caregiver), or captured from specified medical
devices, and integrated into a patient care report (patient electronic medical
record). ZOLL ePCR iOS is intended for use by qualified medical personnel
providing direct patient care in the pre-hospital environment to document the
care provided. ZOLL ePOR iOS is indicated for use by health care providers
whenever there is a need for generation of a patient record.

Substantial Equivalence:I

The features and functions of the proposed ZOLL ePCR iOS are substantially
equivalent to the predicate device, ZOLL RescueNet ePCR (K1 03473), cleared
for use on 05/13/2011.

Comparison of Technological Characteristics

ZOLL ePCR iOS features and functions are similar to the predicate device, Zoll
RescueNet ePCR, except that the proposed device uses a different operating
system. ZOLL ePCR iOS is a software application designed for use on iOS
devices whereas the indicated predicate device operates on a tablet or web-
based Microsoft Windows system.

Both ZOLL ePCR iOS and the indicated predicate device are software-only
products intended for the collection, storage and printing of patient data,
including data that is entered by a user (caregiver) and data collected from other
medical devices. Both ZOLL ePCR jOS and the indicated predicate device are
indicated for use by health care providers whenever there is a need for
generation of a patient record. Both the proposed device and the indicated
predicate device are designed to synchronize to a data server using a wireless or
network connection to import or access saved PCRs for completion at a
convenient time. No new issues of safety or effectiveness are raised by this
premarket notification.

Performance Testing:

Extensive performance testing ensures that ZOLL ePCR iOS performs as well as
the indicated predicate device and meets all of its functional requirements and
performance specifications.

Conclusion

The information provided in this 510(k) submission demonstrates that the
features and functions of the proposed ZOLL ePCR iOS are substantially
equivalent to the corresponding features and functions of the indicated
commercially distributed predicate device with regard to performance, safety and
effectiveness.
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