Republic of the Philippines
Department of Health TR G A
Regional Office No. XI
SOUTHERN PHILIPPINES MEDICAL CENTER
J.P. Laurel Avenue, Davao City

TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

(Name of Project)

Instructions:

Bidders must state in the column under Statement of Compliance the word either “Comply” or “Not Comply” against each of the individual parameters of each Specification
stating the corresponding performance parameter of the equipment offered. Statements of “Comply” must be supported by evidence in a Bidders Bid and cross-referenced to that
evidence. Evidence shall be in the form of manufacturer’s un-amended sales literature, unconditional statements of specification and compliance issued by the manufacturer,
samples, independent test data etc., as appropriate. A statement that is not supported by evidence or is subsequently found to be contradicted by the evidence presented will
render the Bid under evaluation liable for rejection. A statement either in the Bidders statement of compliance or the supporting evidence that is found to be false either during

Bid evaluation, post-qualification or the execution of the Contract may be regarded as fraudulent and render the Bidder or supplier liable for prosecution subject to the provisions
of ITB Clause 3.1(a) (ii) and/or GCC Clause 2.1(a) (ii).

Bidder may submit offer which provides for superior specifications and /or better terms and conditions to the government at no extra cost. However, these shall not be given any
bonus, credit or premium in the bid evaluation

Prepared by Technical Working Group
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
ONE (1) LOT ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM
BRAND NEW

ELECTROCARDIOGRAM | Two (2) Electrocardiogram Management System Workstations
MANAGEMENT System must be capable of natively accepting Resting ECG, 15-lead
SYSTEM Pediatric and Adult ECG’s, Graded Exercise Testing, Ambulatory Holter,
Pre-Hospital 12-Lead, and 12Lead from Bedside Patient Monitors.
System must be capable of supporting pre-hospital 12 lead ECG data from
multiple vendors directly without use of third party format translator
interface.
System must be capable of performing a comparison of current and
previous data for 12-Lead ECGs. The comparison must be performed on
the actual waveform shape, statements and measurements. This
comparison must be both automated function and a function that can be
performed upon request.
System must be capable or reanalysis of the ECG interpretation and
measurements batch or on demand
System must be capable of automatic report routing to network printers
and share folders.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(Continuation) System must be capable of automatic report routing to specific doctors
from specific location System must be capable of automatic down load of
ONE (1) LOT visit account number and order number by using barcode scanner at ECG
BRAND NEW carts
ELECTROCARDIOGRAM | System must report age and gender specific analysis system may not be
MANAGEMENT limited to a specific number of records.
SYSTEM System must support querying multiple sites through a web browser/URL
interface.
System must be capable of being a part of Enterprise wide, Ethernet-
based.

System must have a minimum of 1500 installed sites

System must be capable of supporting a secure remote access method for
support personnel. System must have FDA 510(k) clearance to implement
on virtual machine

System must configurable for SAN storage.

System must support bi-directional communication for
wireless/LAN/Secure Digital Card download of orders and demographics to
MAC Series electrocardiograph, and upload of test to system.

System must support Orders download to CASE exercise system via Web
interface.

System must show patient ID name mismatch and date of birth mismatch

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(Continuation) User Interface functionality
System must be able to provide access to all legacy ECGs, Stress test and
ONE (1) LOT Holter tests stored in the database from a single user screen
BRAND NEW System must be able to display current, first previous, and oldest ECG on a
ELECTROCARDIOGRAM | single screen, including interpretation, with clear identification of current
MANAGEMENT ECG from previous ECGs.
SYSTEM System must be capable of editing interpretation while simultaneously

displaying current, first previous, and oldest ECGs.

System must provide an ECG display with Imm grid markings. System
must be capable of displaying pacemaker annotations

System must support on-screen ECG editing with measurement tools
which include single pixel calipers, linked calipers and caliper intervals that
can be reproduced across 10 second ECG. These calipers must support
time and amplitude domain parameters.

System must be able to zoom in on a single ECG complex maintaining
proper spatial orientation without biasing.

System must have ability to edit ECG diagnosis statements using free text,
acronyms and statement tree features.

System must have web editing feature

System must support ECG diagnosis statement editing via keyboard,
mouse and stylus

Name and Signature of Authorized Representative

Page 4 of 18



TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) System must support editing of Graded Exercise reports including ECG
strip measurement capability and statement editing via free text,
ONE (1) LOT acronyms and drop down data fields.
BRAND NEW System must support editing of ambulatory Holter monitoring reports.

ELECTROCARDIOGRAM | System must support individual complex measurements including slope,
MANAGEMENT QT, and R-R, with ability to update these measurements.

SYSTEM System must support the use of individual inboxes for physicians.
System must support the use of group inboxes that can be shared
between physicians.

System must support the ability to individually configure the graphical
interface per user, and to save settings as a profile that can be shared
with other users.

System must support the ability to create various user access profile
based on their roles

System must provide a wizard for report generation to query the
database for individual values of ECG, Stress and Holter tests.

System must support the ability to retrieve records based on patient ID,
patient name, order number, data of birth. Name query must support
phonetic search.

System must be capable of providing census ADT data and automatically
correlating to incoming studies.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) System must have ability to provide ADT data to CASE Graded Exercise
Testing systems.
ONE (1) LOT System must have ability to provide Orders data to CASE Graded Exercise
BRAND NEW Testing systems.

ELECTROCARDIOGRAM | System must be capable of providing an automatic comparison

MANAGEMENT of ADT and Orders data with incoming data from Holter systems.
SYSTEM System must be capable of receiving and managing orders.

System must be capable of downloading the Order information into

respective ECG Carts on demand.

System must be capable of providing results with both text and

waveforms.

System must be capable of providing direct integration into a “Physician”

or “Hospital” portal for viewing of records.

System must be capable of generating financial billing triggers.

System must be interfaced to 15 or more EMRs/HIS and compatible with

VistA CPRS and VistA Imaging

System must have a minimum of 750 installed and operational sites with

HL7

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) DICOM Interface
System must be capable of accepting DICOM Modality Work List (DMWL)
ONE (1) LOT from compliant PACS/RIS systems
BRAND NEW System must be capable of exporting ECG data in a DICOM format to

ELECTROCARDIOGRAM | third party PACS/RIS DICOM compliant systems

MANAGEMENT System must be capable of accepting data from DICOM compliant ECG

SYSTEM devices

System must meet the following DICOM SOP classes: DMWL, DICOM
Encapsulated PDF, DICOM 12 Lead, DICOM General ECG Waveform
System must have the clinically proven ability to support both wireless
and LAN transmission of data between Server and ECG carts.
System must have the ability to integrate into a portal architecture and
provide the flexibility to have direct-to study or direct-to-patient level
access.
System must have the ability to provide multiple server view and print
access via a web application
System must have the ability to integrate into Image Management via
HL7 Waveform and/or hyper-link
System must be capable of exporting ECG data via XML
System must be capable of importing ECG data via XML
System must be capable of exporting ECG data via XML in FDA XML
format

Name and Signature of Authorized Representative
Page 7 of 18



TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) System must have proven the ability to import data from independent
ECG device manufacturers using XML import
ONE (1) LOT System must be capable of importing data from third party devices in the
BRAND NEW following formats: .PDF, .JPG, .TIFF, .PNG, .DOC, .DOCX
ELECTROCARDIOGRAM | System must be capable of extracting Patient data automatically from
MANAGEMENT .PDF document formats where .PDF is the format for ECG or other
SYSTEM related patient information

System must have the capability to allow median and raw data
measurements in support of QT-Interval measurements.

System must have a Thin-client (server-based computing) architecture
for remote editing to enable faster operation and feature-rich
applications

System must support email service for automatic or manual routing of
studies

System must support client authentication methods for both Active
Directory logins and application specific logins on generic workstations
System must have dashboard to show various log details

The unit is able to give automated measurements and interpretation of
10 seconds simultaneous 12 leads ECG.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) System can support Age and Gender specific analysis for acute Ml
The ECG analysis package shall also allow for onscreen manual editing of
ONE (1) LOT the QRS waveform, and then allow for “reanalyze” of the resting ECG
BRAND NEW data based on the operator’s new caliper points
ELECTROCARDIOGRAM | The system shall support an arrhythmia mode for extended review of
MANAGEMENT arrhythmias and events with an available automatic beat classification
SYSTEM and printable summary

The system shall be upgradeable to advanced ECG applications. Upgrade
paths should include: ACI TIPI and RR Analysis

Display

The viewing display should be at least 7 in. color TFT display with support
of minimum 32K colors

The unit shall display up to 12 leads of ECG waveforms

The display has a lead attachment quality indicator that is color coded
The display has a battery LED that indicates when the battery is charging
and when the battery is low

Operation
The system must be able to capture an automatic 10second ECG with
single button operation

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) The system shall be able to operate in a rhythm/manual ECG mode to
continuously print and review all 12 leads for a user-definable period of
ONE (1) LOT time
BRAND NEW The system shall allow the user to “preview the ECG test before print”
ELECTROCARDIOGRAM | which will allow the user to confirm or retake the patient’s complete ECG
MANAGEMENT before printing
SYSTEM The system shall support “print off” if the user prefers to create a

paperless environment or create digital workflow in combination with a
validated ECG management system

The system shall allow for an “on/off” setup for pacemaker
enhancement of the pacemaker spike on the printed report for known
pacemaker patients

The system shall support an “on/off” setup for an ECG grid on the display
to aid the user in recognition of QRS changes

The system shall allow the user to select and print their QT correction
formula preference for resting ECG patients (choices available shall
include Fridericia, Bazett or Framingham QTc formulas

Interpretative Algorithm Validation
The interpretative algorithm has been validated for the detection of LVH,
RVH and old infarction via the CSE database.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) In the detection of STEMI, the interpretative algorithm has been
confirmed by cardiac enzyme studies
ONE (1) LOT Acute Ischemia calls by the Interpretative Algorithm have been validated
BRAND NEW via longitudinal clinical outcome studies

ELECTROCARDIOGRAM | The accuracy of QT measurement has been validated by core lab and

MANAGEMENT drug dosage

SYSTEM The Interpretative Algorithm has been independently validated by >30

articles where the inventor/vendor is not an author
The interpretative algorithm compares raw data when performing serial
comparison between current and previous ECG’s Clinical Evidence in
support of the research utility of the system
Prognostic indicators: Evaluate ECG in relation to clinical outcome, such
as death etc
Normative values: Characterization of the ECG based on gender, age,
nationality
Epidemiology: prevalence of disease, ECG measures or findings
Comparison of manual versus computerized measurements
ECG measures or findings in relation to non-ECG based finding or
measure
ECG measures or findings from screening a particular population

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) Changes in repolarization due to heart rate or ventricular conduction.
Pacemaker Detection
ONE (1) LOT When used in conjunction with ECG devices, the system can identify
BRAND NEW pacing spikes >= 0.5mV amplitude and 0.2mS duration

ELECTROCARDIOGRAM | The ECG device as used in the detection of pacing spikes can sample at
MANAGEMENT 75K samples per second
SYSTEM The system can detect and show bi-ventricular pacing and include on the
interpretation
The interpretative algorithm can identify the underlying rhythm used for
pacing

Ten (10) Electrocardiograph Machines
Microprocessor controlled automated electrocardiograph
Microsoft windows operating system
Operating modes:
® Resting ECG
e Arrhythmia mode
® Exercise mode
® RR analysis mode

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) With 10-leadwire
With 12-lead simultaneous acquisition with programmable lead
ONE (1) LOT configuration
BRAND NEW With ECG analysis program for adults and pediatrics

ELECTROCARDIOGRAM | With 12 lead analysis computerized measurements
MANAGEMENT With at least 500 — 1000 samples/second/channel of ECG analysis
SYSTEM frequency
With at least 16,000 samples/second/channel for normal data acquisition
With at least 75,000 samples/second/channel pace sampling rate
Capable of on-screen preview of acquired 10 second ECG waveform
Provides 10 seconds of instantaneous ECG acquisition
Frequency range of 0.04 to 150 Hz
With low cut off and high cut off frequencies
Common mode rejection of more than 135 dB
Capable disconnected lead detection except RL and RA
Heart rate meter of 30 to 300 bpm
Start up time of not more than 30 seconds

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) Can support the following patient information:
e Hospital Registry Number
ONE (1) LOT e Secondary patient ID
BRAND NEW e Last name, First Name

ELECTROCARDIOGRAM
MANAGEMENT
SYSTEM

Height, weight, gender, race
Pacemaker patient
Systolic BP, diastolic BP
Unit/Ward and Room Number
Medications,
Ordering Physician / Referring Physician / Attending Physician
Test Indication

e Technician
With at least 7 inches colored TFT display
Display resolution of at least 800x480
Can display the following data:

® Heartrate

e PatientID

* Time

e Battery level

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) e \Waveforms
e Lead labels
ONE (1) LOT ® Speed, gain and filter settings
BRAND NEW e Alarm messages, prompts

MANAGEMENT Thermal dot array technology
SYSTEM Recording speed of 5, 12.5, 25 and 50 mm/s
With twelve (12) ECG traces
With two (2) Z-fold thermal paper with pre-printed grid and perforation
with queu mark or hole
With membrane keyboard
With two (2) ECG cables

Other terms & conditions of acceptability:

1. The equipment must be a BRAND NEW unit and under warranty
including spare parts for at least 2 years. Supplier must bind itself to
conduct preventive maintenance on a quarterly basis at its own
expense (including labor and cost of spare parts in compliance) with
SPMC ISO and CQl Standards.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) 2. All machines must be manufactured by a known and reputable
company with Certificate of Good Manufacturing Practice (GMP), TUV
ONE (1) LOT or I1SO or its equivalent for equipment only.
BRAND NEW
ELECTROCARDIOGRAM | 3. The equipment / machine must be able to comply with its installation
MANAGEMENT and operation qualification which would be conducted in the
SYSTEM presence of a Biomedical Technician, End-user and the Company
Engineer.

4. In line with the ISO standard requirement, the engineer must be
capable of conducting annual calibration and the issuance of
certificate for the said calibration based on the following data:

a. Reference standards

b. National Institute of Standards and Technology traceability
c. Reference values

d. Validity period

e. Uncertainty of measurement

5. Supplier must comply with the following conditions:
a. Must be the exclusive or authorized distributor of the principal
company of the equipment and  the necessary consumables in
the Philippines.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) b. Submit Certificate of Training of the Company Engineer /
Technical Personnel and Product Specialist issued by the
ONE (1) LOT Principal or Manufacturer.
BRAND NEW
ELECTROCARDIOGRAM c. Provide company response within 24 — 48 hours in case of
MANAGEMENT technical problems or equipment breakdown.
SYSTEM

d. In case of machine downtime, the supplier is given three (3) days
for remedial action (repair and or replacement of spare parts).
On the 4th day, if the unit is not operational, a back-up machine
shall be provided (within the warranty period.

6. The Supplier must submit the following:

a. Three (3) copies of the Operating and Service Manuals in English during
the delivery of the equipment.

b. Notarized Certificate of availability of spare parts for the next ten (10)
years.

7. Supplier shall handle any systems integration into the hospital
information system.

Name and Signature of Authorized Representative
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TECHNICAL SPECIFICATIONS

ONE (1) LOT BRAND NEW ELECTROCARDIOGRAM MANAGEMENT SYSTEM

Name of Project

The bidder is required to complete its Statement of Compliance demonstrating how its items complied with the specification. Non-completion of Statement of Compliance for
the item included in its bid shall be considered non- responsive for that item.

Item Procuring Entity’s Specification Bidder’s Specification as Technical Offer Statement of
Compliance
(continuation) 9. The technical specialist from the Principal or Supplier shall provide
daily technical assistance to the end-users for three (3) months.
ONE (1) LOT
BRAND NEW 10. The principal in coordination with the supplier must provide a
ELECTROCARDIOGRAM comprehensive certification training program preferably onsite for the end-
MANAGEMENT users and biomedical technician without additional cost to the procuring
SYSTEM entity. Supplier must submit a comprehensive training module as part of

the technical specification which covers product orientation, hands-on
training and troubleshooting. The said training must be conducted by a
certified product specialist.

11. Cost of damages on the existing facility that will be incurred during
delivery and installation of all equipment will be shouldered by the
supplier.

12. The Southern Philippines Medical Center has the right to terminate
the contract for any violation in the terms and conditions stated in the
technical specification and other reasons as stated in the General
Conditions of the Contract (GCC).

The Bidder may submit offer which provides for superior specifications and/or better terms and conditions to the government at no extra cost. However, these shall not be given
any bonus, credit or premium in the bid evaluation.

Name and Signature of Authorized Representative
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