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Request for Proposal (RFP)

SPECT/CT GAMMA CAMERA

Located in Halifax, Nova Scotia, the IWK Health Centre provides quality care to children, youth, women and
families in the three Maritime Provinces of eastern Canada and beyond. The IWK is a tertiary care hospital
dedicated to education, research, family centered care and health promotion. The Health Centre has a total of 271
beds consisting of 74 adult beds, 76 beds for babies, 78 children’s beds & 43 off-site residential program beds.

The Nuclear Medicine Department at the IWK performs a wide range of specialized pediatric nuclear medicine
studies, as well as adult studies in the women’s health program. The new SPECT-CT scanner will complement an
existing dual-head SPECT camera, creating a state of the art nuclear medicine department providing the highest
quality care. An important aspect of this project is optimizing low dose pediatric protocols while increasing
diagnostic accuracy, ultimately resulting in better treatment and care.

We are requesting proposals for the acquisition of a new
SPECT/CT GAMMA CAMERA
for the Diagnostic Imaging Department

FOR ALL INTERESTED VENDORS

All interested vendors should forward their proposals if they meet the
following requirements as outlined in the following required specifications.
Please forward Four (4) copies of all information which will include Three (3) hard copies and one (1)
electronic copy on DVD or CD to the attention of
Purchasing Manager IWK, No later than 3:00pm, August 15, 2014
No facsimiles will be accepted.
Any questions regarding this RFP shall be conducted through the RFP Coordinators Indicated

Any questions, clarifications or discussions regarding this RFP must be conducted through the RFP
coordinators below.

Blair Myers Ted MacLaggan

Purchasing Manager Manager, Biomedical Engineering
Blair.Myers@iwk.nshealth.ca ted.maclaggan@iwk.nshealth.ca
Ph :902.470.8917 Ph: 902.470.8837
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2

TERMS & CONDITIONS

These Instructions to Bidders, Equipment Requirements, and Terms & Conditions are for the
furnishing, installation, start-up, calibration and the testing of medical equipment for the IWK
Health Centre, (Courier only address Charter Place Offices, 1465 Brenton Street, 5" Floor Finance,
Halifax, NS, B3J 3T3), hereafter referred to as BUYER or IWK.

RFP Proposal Evaluations: Proposals will be evaluated on the basis of, but not limited to ... 1) price;
2) conformance to Equipment Requirements and Terms & Conditions; 3) conformance to
Biomedical and Information Technology requirements, equipment features, specifications,
performance, and reliability; 4) vendor experience; 5) the experience of users with the equipment
and vendors; 6) delivery & installation schedule; 7) warranty terms; 8) service capabilities; 9) user
training and support services; 10) operating costs and overall responsiveness to this Request for
Proposal (RFP).

Criteria Selection: The order in which the above selection criteria are listed is not necessarily
indicative of their relative importance. It is expected that vendors submitting proposals will
demonstrate extensive and substantial qualifications, capabilities, and experience in manufacturing,
installing and servicing the equipment sought, including successful provision of similar goods and
services to comparable institutions.

Vendor Selection: The BUYER intends to select a vendor on the basis of proposals received in
response to this RFP and any other information it obtains from other sources regarding the
equipment and the vendor. The BUYER reserves the right to make its final decision independent of
any or all of the above factors.

Independent Servicing: The BUYER reserves the right to solicit service contract bids from qualified
independent service organizations, in the interest of reducing its technical support costs.

Acceptance Testing: The system shall be subject to and must pass acceptance testing, performed by
the IWK Health Centre.

Compliance with Applicable Standards: The system, equipment or device will be tested for
compliance with applicable CSA medical standards for electrical safety and manufacturers
specifications.

Pricing: All quotations shall be firm for at least 180 days. Pricing shall be net of any taxes
proposed/quoted pricing is to be in Canadian $’s and. Items such as delivery/freight costs, set-up
fees, in-servicing, taxes, etc. are to be shown as separate line items. Note: All pricing proposals are
to be delivered to Finance in a separate sealed envelope clearly identified as pricing information.

Additional Terms & Conditions: Successful Vendor must agree to comply with and be bound by
IWK General Terms and Conditions for Purchase Orders in Appendix 1.

Governing Laws: This agreement and all items pertaining to it shall be governed and interpreted in
accordance with the laws of the province of Nova Scotia.
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Vendor Questions: Any questions regarding this RFP must be directed through the RFP Coordinator
who has been specified in this document. The RFP Coordinator will direct the vendor to the most
appropriate contact. Information offered from sources, other than the direction given by the RFP
coordinator, is not official and may be inaccurate. ALL vendor questions must be submitted to the
RFP Coordinator no later than the date specified in the Acquisition Schedule that follows. After this
date, the RFP Coordinator will post the questions & Answers on the following website for all
vendors to see ... https://www.gov.ns.ca/tenders/

Closing Date: The RFP Coordinator must receive all proposals at the address specified no later than
3:00 p.m. local time on the date identified in the acquisition schedule. Failure to submit a proposal,
by the deadline specified, will result in the rejection of the vendor’s proposal.

L Submission of the Proposal constitutes the vendor’s acceptance of the procedures,
evaluation criteria, and other administrative instructions of the RFP.
It is NOT acceptable to fax the Proposal.

[l The BUYER assumes no responsibility for delays in Canada Postal Service or any
delivery or courier service that the vendor may select.
Time extensions will not be granted.

Vendor Contact: Each vendor shall appoint an individual to act in an official capacity on behalf of

the vendor for this acquisition. The following information shall be included in the proposal:
Name of the Vendor Representative

Representative’s Title

Name of the Company

Company Address

Telephone /Fax Number

Cell Phone /Pager Number

E-mail address

O0OO0OO0O0OO0OO0OO

Scheduling & Amendments: The BUYER reserves the right to change the acquisition schedule or
issue amendments to the RFP at any time.

Right to Cancel: The BUYER reserves the right to cancel and/or reissue the RFP if so required.

Withdrawing Proposals: Vendors may withdraw a proposal that has been submitted at any time up to
the proposal closing date and time. To accomplish this, a written request signed by the authorized
representative of the vendor must be submitted to the RFP Coordinator. After withdrawing a
previously submitted proposal, the vendor may submit another proposal at any time up to the closing
date and time.

Indemnity: As a governmental unit, the IWK cannot provide an indemnity in the contract.

Provincial Initiative: It is understood that any agreement and/or purchase that results from this tender
will be made known to and be available to all Nova Scotia Health Districts (1 through 9) for a twelve
(12) month period following the contract award, at each DHA’s discretion. While the exact resultant
configuration may not be appropriate for any District, it is expected that the vendor will afford the
same pricing and/or discount structure to all districts. Each district will be responsible for issuing
their own separate Purchase Order and/or contract for services/product.
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e NOTE: It is a condition, precedent to the IWK Health Centre’s acceptance of any tender, that the
Vendor confirm that they have no outstanding or pending litigation, action, claim, demand or cause
of action against the IWK Health Centre which in any way relates to the subject matter of the RFP or
which relates to the supply of goods and services to the IWK Health Centre.

AN Vendors will not be allowed to alter proposal documents after the deadline for submission.

3 VENDORS PROPOSAL FORMAT

All proposals submitted shall follow the format as outlined below...

3.1 First Section (Compliance Documentation)

e The first section of the vendor’s proposal shall include details and compliance claims as
they relate to the following sections of this RFP. The vendor shall reference the same line
item numbers for easy reference by the BUYER. Provide as many details and information
as necessary to avoid unnecessary follow-ups and unwanted frustrations with the vendor
that may jeopardize the sale.

N Any mandatory requirement requested by the BUYER in this RFP, is an essential need that
must be met by the vendor. Failure to meet a mandatory requirement may be grounds for
disqualification and shall be established by any of the following conditions: 1) Vendor
states that a mandatory requirement cannot be met, 2) Vendor fails to include information
necessary to substantiate that a given mandatory requirement has been met, 3) A response
of “will comply” is not sufficient, 4) Responses must indicate present capability, 5)
Representations that future developments will satisfy the requirement, are not sufficient,
6) The vendor presents the information requested by this RFP in a matter inconsistent with
instructions stated by any portion of this RFP, 7) Customer references, or site visits, report
the vendor’s inability to comply with one or more of the mandatory requirements and
8) The vendor fails to include the customer references required.

3.2 Second Section (Supporting Documentation)
e The second section of the proposal shall include any brochures, references, support
documentation, training schedules, Medical device Licenses etc.

3.3 Third Section (Pricing)
All pricing proposals are to be delivered in a separate sealed
envelope clearly identified as pricing information.

e The third section of the proposal shall be a line-item price quotation that separately lists all
of the components of the proposed equipment/system, installation costs and any other costs
associated with this acquisition.

e Installation costs should be included in the price. All pricing is to be installed (freight

prepaid and included in price proposal), including rigging and inside delivery.
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Each line item, for each quotation, must have both the standard list price as well as any
discounted price. This shall include service and equipment.

Pricing for all options and accessories shall also be included in this section of the proposal.

4 SPECIAL INSTRUCTIONS

4.1

4.2

4.3

4.4

4.5

4.6

4.7

4.8

It shall be understood that all legal & financial responsibilities, in complying with the Health
Products & Food Branch Inspectorate (HPFBI), Health Canada regulations as they apply to
the sale & distribution of medical devices shall be the sole responsibility of the vendor.

Vendors submitting RFP’s, shall do so with a proposal that addresses the following ...

While it is preferred that a single vendor meet ALL of the requirements of each department,
the BUYER reserves the right to select multiple vendors/systems at its discretion.

Should equipment, being proposed, be the same as existing systems, the vendor shall
consider proposal options that will allow for upgrades to the existing equipment in order to
keep systems at the same version levels.

The vendor shall propose optional pricing incentives that may allow, “forklift” upgrades, etc.
to any of the existing systems presently in use.

The IWK will also entertain any leasing options that may be available from the vendor.

It shall be understood, that proposals submitted to the IWK, will be evaluated on the basis of,
but not limited to the following ... Proposals will be evaluated on the basis of, but not
limited to ... 1) price; 2) conformance to Equipment Requirements and Terms & Conditions;
3) conformance to Biomedical and Information Technology requirements, equipment
features, specifications, performance, and reliability; 4) vendor experience; 5) the experience
of users with the equipment and vendors; 6) delivery & installation schedule; 7) warranty
terms; 8) service capabilities including but not limited to the availability of factory level
service training and detailed service manuals; 9) user training and support services; 10)
operating costs and overall responsiveness to this Request for Proposal (RFP).

The basis of this evaluation, will decide which vendor(s) will be invited to provide any
presentations, demonstrations, evaluations and/or on-site clinical trials, etc. It is the right of
the BUYER, that this decision will be made independent of any or all of the above factors.

NOTE: Submitting a proposal, in response to this RFP, constitutes the vendor’s acceptance of procedures,
terms & conditions, evaluation criteria, and other administrative instructions of this RFP.

Vendor’s ACCEPTANCE ...

Signature Title (please Print) Date
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5 INSTALLATION, TESTING OF PROPOSED SYSTEM AND COMPONENTS

511
5.1.2

Vendor is responsible for Installation of proposed system and accessories.
Vendor agrees to provide up to $5000 allowance to cover the cost of Medical Physicist
and Radiologist services for the final acceptance testing of the proposed system.

6 TRADEIN, REMOVAL , RELOCATION AND UPGRADING OF EXISTING GAMMA

CAMERAS

6.1.1

6.1.2

6.1.3

6.1.4

6.1.5

(See Appendix 2 of proposed room layouts)

IWK plans to remove the existing Gamma Camera #1 Siemens E.Cam Dual Esoft
Camera Model# 4040020042447 serial# 5051 and #2 Siemens Signature E.Cam Single
Head Camera model# 3000025123 serial# 10000 and relocate a Siemens Symbia S-
series model # 300585210 serial# 1025 in order to install the proposed system in the
newly redesigned suite.

Existing Cameras, Siemens E.Cam Dual Esoft Camera Model# 4040020042447 and
Siemens Signature E.Cam Single Head Camera model# 3000025123. Vendor will
provide trade-in allowances and be responsible for all cost for the removal. Trade-in
allowances to be specified in the Pricing proposal.

Existing Camera Siemens Siemens Symbia S-series model # 300585210 — Vendor will
be responsible for the relocation, reinstallation and testing of Camera from L1225 to
L1227.

Existing Camera Siemens Symbia S-series model # 300585210 — Vendor will provide
this Symbia camera with an automatic collimator exchanger. If cost is associated the cost
should be indicated in the pricing proposal.

Existing Camera Siemens Symbia S-series model #30058521- - Vendor will provide this
Symbia camera with a LEAP (Low Energy all purpose) Collimator and a pinhole
collimator as well as a collimator cart. If cost is associated, the cost should be indicated
in the pricing proposal
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7 ACQUISITION SCHEDULE

L1 The BUYER reserves the right to change the acquisition schedule or issue amendments to the RFP
at any time. The BUYER also reserves the right to cancel and/or reissue the RFP.

-—\ DATE/ DURATION

JuIy 11,2014
- RFP Responses Due (Fax Not Acceptable). LUCe L

August 15 - September 12

To Be Determined

September 12,2014

Prlor to first Clinical application

Prior to first Clinical application

At time of installation

To be agreed upon with
successful vendor
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8 EQUIPMENT

The proposed SPECT-CT gamma camera must meet IWK Mandatory requirements and general
specification requirements. Indicate compliance YES/NO and add comments in this section to assess

the proposed system.

Equipment /Technical Specifications and Requirements

Criteria Requirement | Comply Comments
YES/NO
A1.0 Gantry and Table
a) Describe any special or unique capabilities of
the system not covered elsewhere in these
Equipment / Technical Specifications and
Requirements YES/NO
b) Camera will be dual detector variable angle Mandator
SPECT with integrated CT Y YES/NO
c) State the actual footprint required for the
gamma camera and associated workstation YES/NO
d) Specify table dimensions (height, length, width)
YES/NO
e) Specify table maximum patient weight (kg). YES/NO
f) Specify table deflection (mm) with maximum
scannable patient weight. YES/NO
g) Specify range of table movement vertical (cm)
& longitudinal (cm).
YES/NO
h) Specify scannable range of table (cm). YES/NO
i) Specify percent attenuation of table at 140keV. YES/NO
j) Describe whole-body scan features including
mode, rate (cm/min), area (cm x cm) and
contouring. YES/NO
k) Specify width of bed and mechanisms for arm
support and restraint in planar and SPECT
scanning. YES/NO
1) Specify the weight of the bed itself and the ease
at which it can be moved around. YES/NO
Page 10 of 54
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m) Indicate whether the table supports automatic
patient movement in and out of the gantry. If yes,
indicate the speed by which the table moves

YES/NO
n) Clearly indicate the mechanism by which the
table is mounted/unmounted. Describe how
inpatients transferred from hospital bed are
accommodated, and the ease with which patients
can be scanned on a stretcher. YES/NO
0) Describe pediatric patient specific positioning
devices, such as a pediatric specific palette.
Specify the weight of the palette, ease of use,
maximum patient weight, and any other special or
unique capabilities. YES/NO
p) Is there a built-in entertainment system, and if
so describe YES/NO
q) Specify yoke rotation (deg) and radius (cm). YES/NO
r) Specify detector rotation (deg). YES/NO
s) Specify clearance minimum (cm) and maximum
(cm). YES/NO
t) Specify gantry bore (cm
) Specify gantry bore (cm) YES/NO
u) Indicate whether the table can auto-position for
specific protocols. If yes, explain in detail how YES/NO
v) Specify locations of movement control. YES/NO
w) Specify locations of contact sensor. YES/NO
x) Specify locations of emergency stop button.

YES/NO
y) Specify table control protections from physical
damage by patient, fluid, water.

YES/NO
z) Describe safety features in the event of any
sudden system power failures. YES/NO
A2.0 Gamma Camera
a) Dual, 3/8" Nal(TI) scintillators. If other options
are available, indicate the options in detail

YES/NO
b) Specify the Field of View of the detector heads
(mm)

YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014
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c) Describe possible detector configurations,
including caudal tilt capabilities

YES/NO

d) Describe independent detector movement if
featured.

YES/NO

e) Specify SPECT contouring.

YES/NO

f) Indicate detector movement range both circular
and lateral

YES/NO

g) Specify and explain if any technologist
intervention or interaction is required for the
transition from CT to SPECT or SPECT to CT
scanning.

YES/NO

h) Specify if gamma camera can operate
independently of CT in situations when CT
acquisition is not required or CT system is down
for service.

Mandatory

YES/NO

i) Specify if CT can operate independently of
gamma camera in situations when nuclear
medicine acquisition is not required.

YES/NO

j) Is the detector count rate (separate in each head
for dual detector systems) visible on the p-scope to
the operator before acquisition is started?

YES/NO

K) Is it possible to start data acquisition A) from
the camera gantry? B) from a remote control? C)
from the acquisition computer?

YES/NO

A3.0 Acquisition: General

a) Indicate all acquisition software packages
included in the proposed unit. Indicate, whether
they can be customized. Indicate all other
available for purchase acquisition software
packages and quote as in your price quotation.

YES/NO

b) Indicate the number and size of monitors
associated with the acquisition station and their
functions

YES/NO

c) Indicate in detail what acquisition
functionalities can be controlled at the table side.

YES/NO

d) Automatically apply corrections for uniformity,
linearity, center of rotation.

YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014
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e) Indicate user definable energy windows

YES/NO
f)_ Ability to image multiple energy windows Mandatory
simultaneously and store separately
YES/NO
g) Ability to acquire data by time, preset count, or
by number of heart beats Mandatory
YES/NO
h) User selectable number of projections for
SPECT YES/NO
i) Multi-phase dynamic acquisitions Mandatory YES/NO
j) Should acquire in variable matrix sizes ranging
from 64x64 to 512x512 or greater. YES/NO
k) Variable temporal imaging capability up to 1
second/frame at 128x128 matrix size. YES/NO
1) What is the fastest frame rate (sec/frame)
acquirable in the largest matrix? YES/NO
m) State computer system details including: YES/NO
CPU speed YES/NO
RAM and hard drive storage space YES/NO
Operating system YES/NO
A4.0 Acquisition Protocols
a) Must be able to perform imaging with variety of
isotopes including *™Tc, *In, ¥, *!|, *'Ga, Mandatory
201Th
YES/NO
b) Must be able to perform dynamic studies Mandatory YES/NO
c¢) Must be able to perform static planar studies Mandatory YES/NO
gt)ult\j/ilgit be able to perform whole body sweep Mandatory
YES/NO
e) Must be able to perform SPECT studies Mandatory YES/NO
f) Must be able to perform SPECT-CT studies Mandatory YES/NO
g) Describe capabilities for performing whole
body (zipped multiple acquisition) YES/NO
h) Describe in detail the process for SPECT-CT
acquisition, including whether the SPECT and CT
acquisition software is fully integrated YES/NO
i) What is the maximum scan length for a)
SPECT, b) CT, and c¢) SPECT-CT YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014
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j) Must be able to perform gated studies:

Mandatory

YES/NO

k) Ability to acquire frame and list modes

YES/NO

1) Data collected during irregular heartbeats should
not be discarded but rather stored in additional
cardiac gate.

YES/NO

m) Display cine of cardiac cycle during
acquisition process (i.e. gated p-scope)

YES/NO

n) Is the ECG gating monitor built into the camera
or is it a separate unit?

YES/NO

A5.0 Analysis and Review Software
programs

a) List all standard nuclear medicine analysis and
display software included in the quoted price

YES/NO

b) List and quote optional nuclear medicine
analysis and display software, such as for
myocardial perfusion studies

YES/NO

c) Describe SPECT-CT analysis and display
software

YES/NO

d) Describe in detail low dose / low time
capabilities, including degree of dose / time
reduction, and specify studies or isotopes to which
it does and does not apply

YES/NO

e) Describe in detail image fusion software,
permitting co-registration and display of
separately acquired studies, including which
modality combinations are accommodated.

YES/NO

f) Describe any special or unique software
capabilities, such as SUV calculation. If not
included in the base price, quote separately

YES/NO

g) Describe capabilities to reprocess and display,
including any limitations, previously acquired
studies at the IWK including dynamic, planar, and
SPECT

YES/NO

h) Describe capabilities to reprocess and display,
including any limitations, previously acquired
studies from other institutions, particularly in the
Atlantic provinces, including dynamic, planar,
SPECT, and SPECT-CT.

YES/NO

i) Acquisition and processing protocols must be
capable of being modified by the user

YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014
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A6.0 Technical

a) Specify UFOV (cm).

YES/NO

b) Specify NEMA NU1-2012 performance data

YES/NO

c) Specify maximum percentage difference
between any detector heads in the NEMA
parameters above.

YES/NO

d) List of service calibration of correction systems.

YES/NO

e) List of user calibration of correction systems.

YES/NO

f) Specify angular sampling and increments.

YES/NO

g) Describe scatter correction method(s).

YES/NO

h) Describe iterative image reconstruction
method(s).

YES/NO

i) Describe in detail the method(s) used for CT
attenuation correction.

YES/NO

j) Specify any limitations with respect to CT
acquisition that apply to attenuation correction and
anatomic localization.

YES/NO

A7.0 Collimators and QC

a) The unit is to be provided with LEHR and
Medium Energy collimators.

Mandatory

YES/NO

b) Quote other available collimators, including
Pinhole, Low Energy all purpose and High Energy
and their indications

YES/NO

c) Are different collimators required for half dose /
half time imaging?

YES/NO

d) Indicate if any of the collimators outlined can
also be used on the existing IWK Symbia system,
and conversely whether any of the existing IWK
Symbia collimators can be used on the new system

YES/NO

e) Indicate in detail the collimator change process.
Your response should include, but not be limited
to, what part of the process is automated, what part
is manual and the total average time required for a
collimator change. If available, indicate whether
automatic collimator exchange is included in the
pricing, and if not provide separate quote.

YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014
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f) Indicate the dimensions of the collimator cart
(H,L,W)

YES/NO
g) Indicate the weight of the collimator stand with
its corresponding collimators attached

YES/NO
h) Specify and describe user image quality control
procedures including frequency, time required,
and materials, including phantoms, required.
Specify which materials are provided. All
materials unique to the system must be included.

YES/NO
i) Indicate whether automatic quality control is
available. If so, indicate whether it is included in
the pricing, and if not provide separate quote.

YES/NO
A8.0CT
a) CT must be capable of helical CT acquisition. Mandator
Flat panel CT designs will not be considered. y YES/NO
b) State number of detector rows and maximum
number of slices acquired simultaneously.
Different options should be quoted separately.
Specify the upgradability of system for future
enhancements. YES/NO
c) The proposed CT scanner must incorporate
effective methods of dose reduction. Please
describe system capabilities YES/NO
d) Does the proposed CT scanner support iterative
reconstruction dose reduction techniques? If yes,
please describe capabilities YES/NO
) Does the system produce a dose report for the
current study? Mandatory YES/NO
f) Is the dose report transferred to PACS? YES/NO
g) Does the system produce a cumulative dose
report for the patient? Is it transferred to PACS? YES/NO
h) State pitch selections available for helical
scanning YES/NO
i) Specify total detector width, z-axis (mm). YES/NO
j) Specify reconstructed slice width options (mm). YES/NO
k) Specify rotation times (sec) 360°. YES/NO
1) Specify field of view (cm). YES/NO
m) Specify reconstruction matrixes. YES/NO
n) Specify reconstruction rate (512x512) per slice
(sec). YES/NO
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0) Specify high-contrast spatial resolution (Ip.cm)

for: 0% MTF & 50% MTF. YES/NO
p) Low-contrast resolution (mm), specify scanning
technique YES/NO
q) Noise (%), specify scanning technique YES/NO
r) Specify X-ray tube anode heat storage (HU) and
heat dissipation rate (HU/min). YES/NO
t) Specify tube cooling technique. YES/NO
s) Specify tube focal spot (mm). YES/NO
t) Specify maximum tube current (mA). YES/NO
u) Specify maximum scan time at maximum mA
(sec). YES/NO
v) Specify maximum mA for small focal spot. YES/NO
w) Specify and describe dose modulation
techniques YES/NO
x) Specify x-ray generator kW output, kVp range,
and mA range YES/NO
A8.1 CT QC
a) Specify and describe user image quality control
procedures including frequency, time required and
materials needed. YES/NO
b) Describe included QC phantoms and QC
calibration software. YES/NO
c) Does the system allow retrospective image
reconstruction from scan data without additional
patient radiation exposure? YES/NO
d) Does the system include image analysis for
?

MPR, MPVR, 3D, and MIP* YES/NO
A9.0 Workstations (Medical Grade)
a) Workstation 1: Describe in detail the proposed
acquisition / processing workstation for the new
system, including monitor size and number. Quote
separately any potential options. YES/NO
b) Workstation 2: Describe in detail the proposed
reporting workstation for the new system,
including monitor size and number. Quote
separately any potential options.

p yanyp p YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014

Page 17 of 54




IWK Health Centre, Hfx., NS

c) Workstation 3: Describe in detail the proposed

external reporting station to be situated at the VG

site of CDHA, and address all connectivity issues.
Quote separately any potential options.

YES/NO

d) Workstation 4: Discuss in detail and quote on
options to implement half time / half dose
capabilities, as well as other recent software
advances, for the existing IWK Symbia S-series
system. Include option(s) allowing upgrading or
replacing of the existing Symbia workstation, so
that the studies do not have to be processed on the
new system’s workstation in order to realize the
benefits of half dose / half time capabilities. Quote
separately any potential options.

YES/NO

A10.0 DIGITAL IMAGE ACQUISITION &
PROCESSING:

a) State computer system provided and
operating system of the computer.

YES/NO

b) Specify the proposed unit’s capability to
manually enter patient demographics.

YES/NO

c) Is the unit keyboard driven or does it
have touch screen capabilities?

YES/NO

d) Does the proposed system have external
save capabilities? State external device.

YES/NO

A10.0 DICOM

a) DICOM includes DICOM Storage
(send/receive) capabilities in a PACS
network.

YES/NO

b) Specify whether or not images can be
auto transferred to PACS.

YES/NO

¢) 'Does the proposed unit have DICOM
storage commitment for archiving
confirmation from the image archive?

YES/NO
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d) The Health Centre has a connection to
the Agfa “IMPAX” PACS provincial
system(ver. The Diagnostic Imaging
department must be capable of downloading
images from the proposed system to the Agfa
“IMPAX” PACS system (ver. 6.5.1.1500-SU7).
The seller shall indicate their compatibility
with this system.

YES/NO

A11.0 IMAGE MEMORY AND LOCAL
STORAGE:

a) Is there redundancy (mirrored hard drive)
in the hard drive? Specify and explain.

YES/NO

b) Does the unit have an auto or manual
delete?

YES/NO

c) Does the computer system provide ability
to perform detailed of audit users activities.
Explain?

YES/NO

A12.0 TRAINING

a) Training must be provided for all
applicable personnel. On-site in-servicing
must be supplied for all affected clinical,
Biomedical Engineering, & SPD staff
members. In-servicing shall be scheduled at
a time mutually agreeable to the IWK & the
successful vendor before commencement of
the evaluation period. The IWK reserves the
right to waive training on equipment with
which it is already familiar. Any & all
associated costs are to be detailed in the
Cost Proposal.

YES/NO

b) Operation training prior to or during the
system installation is mandatory. Specify and
list all the clinical in servicing provided in the
cost proposal for technologists and
radiologists.

YES/NO

¢) Comprehensive applications training
immediately following installation is
mandatory. Describe in detail the
applications training period.

YES/NO

d) Follow up training at a mutually agreed
upon date is mandatory.

YES/NO

e).Describe all on-going training &
education opportunities provided.

YES/NO
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f) Application/in-service training for all
subsequent hardware and/or software
upgrades or updates installed on the system
will be supplied at the time of the update
installation at no additional charge to the
Health Centre.

YES/NO

g) A 50% discount from published rates will
apply for any additional training within 2 years
of installation.

YES/NO

h) Each vendor shall include and specify all
available interactive multi-media application
programs. E.g. Video, telecommunication
presentations, multimedia.

YES/NO

i) Separate factory-level technical service
training for staff members from Biomedical
Engineering should be included as an option,
priced per person. The IWK's training shall
be comparable to the regular technical
training provided to the manufacturer’s own
technical support staff.

YES/NO

j) All training is to outline safe practices for
handling, cleaning, & reprocessing of
equipment, particularly with a view to
potentially contaminated equipment.

YES/NO

YES/NO

B1.0 Engineering & Safety
Requirements:

YES/NO

a) Detail any & all engineering & safety
requirements. Include at least:

YES/NO

.1) Power / electrical requirements, typical
consumption, & isolation;

YES/NO

.2) EMI | EMC specifications

YES/NO

B.1.1- Standards & Device Licensing:

a) All equipment must have Health
Canada’s Health Protection Branch
Therapeutic Device (HPB-TPD) Medical
Device Licensing, as required. Bidders shall
confirm their products have such licensing
else provide an explanation as to why it is not
required.

YES/NO
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b) All equipment must be proven to be
certified to all appropriate CSA standards
(e.g. CSA 60601-1 and respecting latest
revisions, interpretations, amendments,
supplements, & applicable collaterals) by a
recognized agency. Must confirm compliance
with respect to electromagnetic immunity and
emissions (cf. CSA 60601-1-2).

YES/NO

.1) CAN/CSA C22.2 No 114-M90:
Diagnostic Imaging and Radiation Therapy
Equipment

YES/NO

.2) AN/CSA-C22.2 No 60601-2-7-01
Particular Requirements for the Safety of High
Voltage Generation of Diagnostic X-Ray
Generators.

YES/NO

=>0nly tentative winning bidders will be
asked to detail all CSA standards used to
design & test their products, including actual
Compliance Test detail reports. All
equipment components require this approval.
If equipment/systems are supplied without
such required certification & labelling, the
supplier is responsible for all testing &
modification costs to make the
equipment/system acceptable by CSA
standards.

YES/NO

c) All power cords (including the plug),
power bars, & power outlets must be hospital
grade & CSA approved.

YES/NO

d) Vendors must comply with CSA
Z7317.13-12 Infection control during
construction, renovation, and maintenance of
healthcare facilities

YES/NO

B.2.0 - Warranty:

a) Minimum One year full warranty (parts
plus labour),

YES/NO

b) Quote warranty extensions on a per year
basis, as applicable.

YES/NO

(N.B. A 2-year, total warranty for the entire
system is preferred. The IWK reserves the
right to select first from solutions that provide
such coverage, providing all mandatory
requirements are met.)

YES/NO
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B.3.0 - Maintenance & Support:

a) Schedules for projected end-of-
production (EOP) & end-of-support (EOS) life
are to be provided for all quoted equipment.
EOS life is to be greater than or equal to
seven (7) years from date of purchase.

YES/NO

=> N.B. Equipment purchased that has an
EOS date within less than seven (7) years will
be subject to remedial action if this EOS date
is excluded or incorrect in the response to this
tender.

YES/NO

b) Specify how many service visits will take
place annually? Duration of such visits?
Description of service provided?

YES/NO

¢) Do you provide an option of a shared
contract with onsite service personnel?

YES/NO

d) Vendors are to include upon product
shipment two (2) user’s manuals plus one (1)
service manual or like documentation per
installation site. Electronic copies of the
manuals are to be provided with the bid for
analysis. The manuals collectively should
contain at least the following:

YES/NO

.1) Safe usage procedures & practice
guidelines;

YES/NO

.2) Validated cleaning & sterilization
instructions;

YES/NO

.3) Technical specifications;

YES/NO

.4) Circuit documentation & theory of
operation;

YES/NO

.5) Calibration & preventive maintenance
procedures;

YES/NO

.6) Trouble-shooting guides;

YES/NO

.7) Special maintenance equipment
requirements.

YES/NO

e) Provide details of the guaranteed
response time of service personnel. Please
respond with initial telephone response and
onsite response time.

YES/NO

f) What is the guaranteed Uptime of the
unit? What percentage of discount is offered
if the guaranteed uptime is not met during the
warranty period and the service contract
period?

YES/NO
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g) Bidders are to specify where sales &

service support originate. Bidders are to have

readily accessible sales & technical support.
Bidders are to describe their various sales &
service mechanisms, including but not limited
to:

YES/NO

.1) Current contact names together with
role definition, phone / e-mail, etc.
(organization charts would be helpful, in
addition);

YES/NO

.2) Maximum & typical response & delivery
time periods, else negotiated penalty;

YES/NO

=> Minimum phone response within 60
minutes

YES/NO

.3) Specify typical parts sources & ph
factory service support (e.g. parts & factory
service support depots).

YES/NO

.4) "Local" sales & applications support
personnel source preferred. Specify location
of personnel.

YES/NO

.5) "Local" service support personnel
source preferred. Specify location of
personnel.

YES/NO

h) Indicate who will be responsible for
shipping costs for repairs. Clarify if
specialized shipping containers are required.

YES/NO

i) Detail any & all specialized maintenance
equipment required to fully maintain the
equipment throughout its estimated life cycle.
This same detail (along with the associated
pricing) is also to be included in the Price
Proposal.

YES/NO

B.4.0 Supply, Delivery, & Installation:

a) Vendors must describe the various initial
supply schedule data, including expected
date of delivery & any terms of the quote.

YES/NO

b) This is a “supply & install” acquisition.
Bidders must furnish the equipment &
associated consumables, etc. Bidders are
also required to perform all installation, set-
up, calibration, & testing required for the
equipment to be used, except where
indicated. Major job requirements &
conditions include:

YES/NO

.1) The successful Bidder must install &
configure all system equipment & software.

YES/NO
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.2) All building system requirements are to
be relayed in the Technical Proposal for
consideration. Unless otherwise specified
&/or negotiated, IWK Health Centre or its
agents will perform all building systems
renovations & upgrades.

YES/NO

B.5.0 - History & Upgrades:

a) Vendors must supply product history for
IWK'’s assessment, including a detail of all
recalls over the previous five (5) years as well
as any & all litigation associated with the
proffered products(s) — both completed &
incomplete.

YES/NO

N.B. The IWK reserves the right to
disqualify - at its sole discretion - any bids for
which it deems have unsatisfactory recall
issues and/or resolution.

YES/NO

b) Vendors must provide references &
current install-base details for proffered
products for IWK'’s assessment. Please
include both clinical & technical references.
Vendors are requested to comment on this
listing to show how their products have
proven their worth prior to this current
application. (Vendors are to include past or
present IWK users of their products on their
reference lists.)

YES/NO

N.B. The IWK reserves the right to
disqualify - at its sole discretion - any bids for
which it cannot obtain satisfactory references.

YES/NO

¢) Future development upgrade paths for
obsolescence protection for the various
system components are to be detailed, if
known.

YES/NO

B.6.0 - Technology Upgrades:

a) Further to clause B.4(a), if the vendor
changes manufacturing/support status of the
proffered model(s) and introduces a
replacement model that would also meet the
clinical requirements described in this RFP
after a purchase order has been placed but
before installation, the vendor will offer IWK
the option of supplying the newer model at no
additional cost.

YES/NO
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C.7.0 - Allowance for Medical Physicists
and Radiologist certification and
Acceptance Testing

Pertaining to Section 5.1.2 Vendor agrees
to provide up to $5000 allowance to cover the
cost of Medical Physicists and Radiologist
services for the final acceptance testing of the
proposed system.

YES/NO
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A9.0 Workstations (Medical Grade)

a) Workstation 1: Describe in detail the proposed
acquisition / processing workstation for the new
system, including monitor size and number. Quote
separately any potential options.

YES/NO

b) Workstation 2: Describe in detail the proposed
reporting workstation for the new system,
including monitor size and number. Quote
separately any potential options.

YES/NO

¢) Workstation 3: Describe in detail the proposed

external reporting station to be situated at the VG

site of CDHA, and address all connectivity issues.
Quote separately any potential options.

YES/NO

d) Workstation 4: Discuss in detail and quote on
options to implement half time / half dose
capabilities, as well as other recent software
advances, for the existing IWK Symbia S-series
system. Include option(s) allowing upgrading or
replacing of the existing Symbia workstation, so
that the studies do not have to be processed on the
new system’s workstation in order to realize the
benefits of half dose / half time capabilities. Quote
separately any potential options.

YES/NO

A10.0 DIGITAL IMAGE ACQUISITION &
PROCESSING:

a) State computer system provided and
operating system of the computer.

YES/NO

b) Specify the proposed unit’s capability to
manually enter patient demographics.

YES/NO

c) Is the unit keyboard driven or does it
have touch screen capabilities?

YES/NO

d) Does the proposed system have external
save capabilities? State external device.

YES/NO

A10.0 DICOM

a) DICOM includes DICOM Storage
(send/receive) capabilities in a PACS
network.

YES/NO

b) Specify whether or not images can be
auto transferred to PACS.

YES/NO
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c) 'Does the proposed unit have DICOM
storage commitment for archiving
confirmation from the image archive?

YES/NO

d) The Health Centre has a connection to
the Agfa “IMPAX” PACS provincial system
The Diagnostic Imaging department must be
capable of downloading images from the
proposed system to the Agfa “IMPAX” PACS
system (ver. 6.5.1.1500-SU7). The seller shall
indicate their compatibility with this system.

YES/NO

A11.0 MAGE MEMORY AND LOCAL
STORAGE:

a) Is there redundancy (mirrored hard drive)
in the hard drive? Specify and explain.

YES/NO

b) Does the unit have an auto or manual
delete?

YES/NO

c) Does the computer system provide ability
to perform detailed of audit users activities.
Explain?

YES/NO

A12.0 TRAINING

a) Training must be provided for all
applicable personnel. On-site in-servicing
must be supplied for all affected clinical,
Biomedical Engineering, & SPD staff
members. In-servicing shall be scheduled at
a time mutually agreeable to the IWK & the
successful vendor before commencement of
the evaluation period. The IWK reserves the
right to waive training on equipment with
which it is already familiar. Any & all
associated costs are to be detailed in the
Cost Proposal.

YES/NO

b) Operation training prior to or during the
system installation is mandatory. Specify and
list all the clinical in servicing provided in the
cost proposal for technologists and
radiologists.

YES/NO

c) Comprehensive applications training
immediately following installation is
mandatory. Describe in detail the
applications training period.

YES/NO

d) Follow up training at a mutually agreed
upon date is mandatory.

YES/NO
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e).Describe all on-going training &
education opportunities provided.

YES/NO

f) Application/in-service training for all
subsequent hardware and/or software
upgrades or updates installed on the system
will be supplied at the time of the update
installation at no additional charge to the
Health Centre.

YES/NO

g) A 50% discount from published rates will
apply for any additional training within 2 years
of installation.

YES/NO

h) Each vendor shall include and specify all
available interactive multi-media application
programs. E.g. Video, telecommunication
presentations, multimedia.

YES/NO

i) Separate factory-level technical service
training for staff members from Biomedical
Engineering should be included as an option,
priced per person. The IWK's training shall
be comparable to the regular technical
training provided to the manufacturer’'s own
technical support staff.

YES/NO

j) All training is to outline safe practises for
handling, cleaning, & reprocessing of
equipment, particularly with a view to
potentially contaminated equipment.

YES/NO

YES/NO

B1.0 Engineering & Safety
Requirements:

YES/NO

a) Detail any & all engineering & safety
requirements. Include at least:

YES/NO

.1) Power / electrical requirements, typical
consumption, & isolation;

YES/NO

.2) EMI /| EMC specifications

YES/NO

B.1.1- Standards & Device Licensing:

a) All equipment must have Health
Canada’s Health Protection Branch
Therapeutic Device (HPB-TPD) Medical
Device Licensing, as required. Bidders shall
confirm their products have such licensing
else provide an explanation as to why it is not
required.

YES/NO
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b) All equipment must be proven to be
certified to all appropriate CSA standards
(e.g. CSA 60601-1 and respecting latest
revisions, interpretations, amendments,
supplements, & applicable collaterals) by a
recognized agency. Must confirm compliance
with respect to electromagnetic immunity and
emissions (cf. CSA 60601-1-2).

YES/NO

.1) CAN/CSA C22.2 No 114-M90:
Diagnostic Imaging and Radiation Therapy
Equipment

YES/NO

.2) AN/CSA-C22.2 No 60601-2-7-01
Particular Requirements for the Safety of High
Voltage Generation of Diagnostic X-Ray
Generators.

YES/NO

=>0nly tentative winning bidders will be
asked to detail all CSA standards used to
design & test their products, including actual
Compliance Test detail reports. All
equipment components require this approval.
If equipment/systems are supplied without
such required certification & labelling, the
supplier is responsible for all testing &
modification costs to make the
equipment/system acceptable by CSA
standards.

YES/NO

c) All power cords (including the plug),
power bars, & power outlets must be hospital
grade & CSA approved.

YES/NO

d) Vendors must comply with CSA
Z317.13-12 Infection control during
construction, renovation, and maintenance of
healthcare facilities

YES/NO

B.2.0 - Warranty:

a) Minimum One year full warranty (parts
plus labour),

YES/NO

b) Quote warranty extensions on a per year
basis, as applicable.

YES/NO

(N.B. A 2-year, total warranty for the entire
system is preferred. The IWK reserves the
right to select first from solutions that provide
such coverage, providing all mandatory
requirements are met.)

YES/NO
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B.3.0 - Maintenance & Support:

a) Schedules for projected end-of-
production (EOP) & end-of-support (EOS) life
are to be provided for all quoted equipment.
EOS life is to be greater than or equal to
seven (7) years from date of purchase.

YES/NO

=> N.B. Equipment purchased that has an
EOS date within less than seven (7) years will
be subject to remedial action if this EOS date
is excluded or incorrect in the response to this
tender.

YES/NO

b) Specify how many service visits will take
place annually? Duration of such visits?
Description of service provided?

YES/NO

¢) Do you provide an option of a shared
contract with onsite service personnel?

YES/NO

d) Vendors are to include upon product
shipment two (2) user’s manuals plus one (1)
service manual or like documentation per
installation site. Electronic copies of the
manuals are to be provided with the bid for
analysis. The manuals collectively should
contain at least the following:

YES/NO

.1) Safe usage procedures & practice
guidelines;

YES/NO

.2) Validated cleaning & sterilization
instructions;

YES/NO

.3) Technical specifications;

YES/NO

.4) Circuit documentation & theory of
operation;

YES/NO

.5) Calibration & preventive maintenance
procedures;

YES/NO

.6) Trouble-shooting guides;

YES/NO

.7) Special maintenance equipment
requirements.

YES/NO

e) Provide details of the guaranteed
response time of service personnel. Please
respond with initial telephone response and
onsite response time.

YES/NO

f) What is the guaranteed Uptime of the
unit? What percentage of discount is offered
if the guaranteed uptime is not met during the
warranty period and the service contract
period?

YES/NO
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g) Bidders are to specify where sales &
service support originate. Bidders are to have
readily accessible sales & technical support.
Bidders are to describe their various sales &
service mechanisms, including but not limited
to:

YES/NO

.1) Current contact names together with
role definition, phone / e-mail, etc.
(organization charts would be helpful, in
addition);

YES/NO

.2) Maximum & typical response & delivery
time periods, else negotiated penalty;

YES/NO

=> Minimum phone response within 60
minutes

YES/NO

.3) Specify typical parts sources & ph
factory service support (e.g. parts & factory
service support depots).

YES/NO

.4) "Local" sales & applications support
personnel source preferred. Specify location
of personnel.

YES/NO

.5) "Local" service support personnel
source preferred. Specify location of
personnel.

YES/NO

h) Indicate who will be responsible for
shipping costs for repairs. Clarify if
specialized shipping containers are required.

YES/NO

i) Detail any & all specialized maintenance
equipment required to fully maintain the
equipment throughout its estimated life cycle.
This same detail (along with the associated
pricing) is also to be included in the Price
Proposal.

YES/NO

B.4.0 Supply, Delivery, & Installation:

a) Vendors must describe the various initial
supply schedule data, including expected
date of delivery & any terms of the quote.

YES/NO

b) This is a “supply & install” acquisition.
Bidders must furnish the equipment &
associated consumables, etc. Bidders are
also required to perform all installation, set-
up, calibration, & testing required for the
equipment to be used, except where
indicated. Major job requirements &
conditions include:

YES/NO

.1) The successful Bidder must install &
configure all system equipment & software.

YES/NO
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.2) All building system requirements are to
be relayed in the Technical Proposal for
consideration. Unless otherwise specified
&/or negotiated, IWK Health Centre or its
agents will perform all building systems
renovations & upgrades.

YES/NO

B.5.0 - History & Upgrades:

a) Vendors must supply product history for
IWK'’s assessment, including a detail of all
recalls over the previous five (5) years as well
as any & all litigation associated with the
proffered products(s) — both completed &
incomplete.

YES/NO

N.B. The IWK reserves the right to
disqualify - at its sole discretion - any bids for
which it deems have unsatisfactory recall
issues and/or resolution.

YES/NO

b) Vendors must provide references &
current install-base details for proffered
products for IWK'’s assessment. Please
include both clinical & technical references.
Vendors are requested to comment on this
listing to show how their products have
proven their worth prior to this current
application. (Vendors are to include past or
present IWK users of their products on their
reference lists.)

YES/NO

N.B. The IWK reserves the right to
disqualify - at its sole discretion - any bids for
which it cannot obtain satisfactory references.

YES/NO

¢) Future development upgrade paths for
obsolescence protection for the various
system components are to be detailed, if
known.

YES/NO

B.6.0 - Technology Upgrades:

a) Further to clause B.4(a), if the vendor
changes manufacturing/support status of the
proffered model(s) and introduces a
replacement model that would also meet the
clinical requirements described in this RFP
after a purchase order has been placed but
before installation, the vendor will offer IWK
the option of supplying the newer model at no
additional cost.

YES/NO
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C.7.0 - Allowance for Medical Physicists
and Radiologist certification and
Acceptance Testing

Pertaining to Section 5.1.2 Vendor agrees
to provide up to $5000 allowance to cover the
cost of Medical Physicists and Radiologist
services for the final acceptance testing of the
proposed system.

YES/NO

IWK Health Centre Final RFP DI SPECT_CT July 11_2014

Page 33 of 54




IWK Health Centre, Hfx., NS

9 SOFTWARE (IF APPLICABLE)

All software options and fees are to be priced out separately
and included in pricing section.

8.1  The vendor will list ALL software components available on the SPECT/CT GAMMA
CAMERA with separate pricing indicated in the pricing section of the proposal.

8.2  The vendor must clearly outline any licensing fees, associated with software support,
upgrades and the frequency of payment for these.

8.3  These licensing fees are to include any necessary fees associated with servicing software,
networking archival support etc.

Ll NOTE: New regulations are required for Medical Device licensing of
“Patient Management Software”; See the section on Medical Device
Regulations.

10 START UP OF SYSTEM

10.1 The successful vendor will be responsible for costs related to start up and testing of the
system including, but not limited to ...

(@) Manuals, Support

(b) Testing & verification of successful system interfacing
(c) Testing & verification of successful video interfacing
(d) Testing & verification of successful archival interfacing

11 ACCESSORIES

11.1 The vendor shall provide the description and cost of any relevant disposables and accessories
required and/or available.

11.2 Provide information on other options, configurations and features available, including
pricing in the pricing section of the proposal.

11.3 Specification or data sheets for all equipment components are to be provided, including
weights and dimensions of all components, environmental tolerances, and power and utility
requirements.
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12

13

DELIVERY & INSTALLATION

11.1  The vendor shall confirm that they are in agreement with the equipment delivery date and
the timeline set in the Acquisition Schedule outlined earlier in this document.

11.2  If this cannot be achieved, please clearly state the delivery, installation and training times
required for the proposed equipment/system.

STANDARDS

This installation and the equipment proposed must meet the following standards. The current
edition of the CSA standard, "Canadian Electrical Code C22.1". The equipment shall be CSA
approved meeting all the requirements set forth in the following CSA Medical standards:
CAN/CSA-C22.2 No.601.1, Medical Electrical Equipment Part 1: General Requirements for
Safety respecting latest revisions, interpretations, amendments, supplements, & applicable
collaterals.

13.1 This equipment/system shall be in compliance with CSA Standard, CAN/CSA C22.2 No.
601.1.2 Medical Electrical Equipment, Part 2: Collateral Standard: Electromagnetic
Compatibility Requirements and Tests. The vendor MUST provide to Biomedical, a copy of
documented proof of testing and its results, if requested.

13.2 The system and all its components MUST be labelled as CSA approved to the medical
standards referenced above.

13.3 Any system/equipment proposed, that is not approved to the medical standards indicated
above, and not properly labelled as such, will not be accepted until such time that this is
performed and reviewed to the satisfaction of the Biomedical Engineering department.

13.4 Any system/equipment that requires special acceptance testing to be certified to CSA
standards must have had this carried out, prior to shipment to the Health Centre, by an
agency that has been accredited with the Standards Council of Canada. Copies of any
inspection reports, for this special inspection, MUST be submitted to Biomedical
Engineering at the time of delivery.

13.5 Vendors must comply with CSA Z317.13-12 Infection control during construction,
renovation, and maintenance of healthcare facilities.

13.6 The vendor must provide proof of certification to the above standards.
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14 DATE & TIME

14.1 The equipment/system must be capable of properly recognizing any future date transitions
and time and capable of performing correct date calculations.

14.2 The equipment/system shall be able to handle dates for a period of not less than fifty years
after purchase.

14.3 If there are any limitations to the date recognition, these must be clearly identified and
submitted with this proposal.

15 MEDICAL DEVICE REGULATIONS

15.1 Medical Devices

| Any system/equipment sold in Canada, must now meet the Medical Device Regulations, as
set forth by the Health Protection Branch at Health Canada.

15.1.1 The manufacturer must meet one or all of the following conditions, providing license
numbers where requested.

15.1.2 In accordance with these regulations, if the equipment being proposed is classified as
Class I, as defined by these regulations, then the vendor must include their current
Establishment License with this proposal.

15.1.3 In accordance with these regulations, if the equipment being proposed is classifieds
Class I1, 111 or 1V, as defined by these regulations, then the vendor must include the
current Device License, for each piece of equipment indicated in this system.

15.1.4 Copies of the licenses for the current year must be included in this proposal. Any
proposals that DO NOT meet these requirements will not be accepted.

15.2 Patient Management Software

| On August 31, 2009, the Medical Devices Bureau of Health Canada sent out notices to
manufacturers, importers and distributors of medical devices software that patient
management software is classified as a medical device and is subject to compulsory licensing
under the Food and Drugs Act and Medical Devices Regulation. Patient management software
can fall into one of two classes.

They are defined as ...

Class I ... Any patient management software used only for archiving or viewing information or
images, and not involved in the primary acquisition, manipulation and transfer of data is
considered a Class 1 medical device. Although Class | medical devices do not require a license,
any manufacturer, distributor or importer must have an Establishment License.
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Class Il ... Patient management software involved in data manipulation, data analysis, data
editing, image generation, recording of measurements, graphing, flagging of results or
performing calculations is considered a Class Il medical device and must have it’s own license.

A Companies in doubt as to whether their software is a Class | or Class Il device can contact Health
Canada's Medical Devices Bureau for a ruling. To initiate an action for a ruling, send an email
containing a basic description of your company and the software in question (very brief) together
with contact information for someone in your company who can discuss the application with
Health Canada. The email can be sent to: DEVICE_LICENSING@hc-sc.gc.ca. Health Canada
will contact you to discuss the process and any additional information required. More information
can be found on the Health Canada website.

15.2.1 The vendor will identify which patient management software packages offered, fall
under the definition of Class I, as defined above. For those devices, the vendor will
provide their establishment licence no.

15.2.2 The vendor will identify which patient management software packages offered, fall
under the definition of Class 11, as defined above. For those devices, the vendor will
provide the medical device licence nos. for each.

15.2.3 Copies of the licenses for the current year shall be included with this proposal.

16 PATIENT PRIVACY & INFORMATION SECURITY (IF APPLICABLE)

| It is essential that the Health Centre ensure that the privacy aspects and protection of
information have been properly addressed as it relates to the following provincial and federal
“ACTS”. The vendor shall indicate compliance to the following...

16.1 Provincial Legislation

16.1.1 Hospitals Act ... is an Act relating to Hospitals and in particular Section 71(1) of the
Hospitals Act provides that the hospital records and particulars of patients are
confidential and shall not be made available to any person or agency except with the
consent or authorization of the patient concerned. Section 71 of the Hospitals Act
prevails over the disclosure provisions of the FOIPOP Act, such that the availability of
patient records and particulars falls under the Hospitals Act and not under the FOIPOP
Act.

16.1.2 The Personal Health Information Act (PHIA) ... is an Act respecting the collection,
use, disclosure and retention of personal health information. The purpose of this Act is
to govern the collection, use, disclosure, retention, disposal and destruction of personal
health information in a manner that recognizes both the right of individuals to protect
their personal health information and the need of custodians to collect, use and disclose
personal health information to provide, support and manage health care.
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16.1.3 PIIDPA ... Nova Scotia’s Personal Information International Disclosure Protection Act
was created to protect the personal information of Nova Scotians from being disclosed
outside Canada. PIIDPA affects Nova Scotian public bodies and public body service
providers.

16.1.4 FOIPOP ... Freedom of Information and Protection of Privacy Act. An act respecting
the right of access to documents of public bodies in Nova Scotia and a right of privacy
with respect to personal information held by public bodies in Nova Scotia.

16.2 Federal Legislation

16.2.1 PIPEDA ... Personal Information Protection and Electronic Documents Act. An act to
support and promote electronic commerce by protecting personal information that is
collected, used or disclosed in certain circumstances, by providing for the use of
electronic means to communicate or record information or transactions and by amending
the Canada Evidence Act, the Statutory Instruments Act and the Statute Revision Act

16.3 Patient Information Impact Assessment

16.3.1 MDSZ... Manufacturer Disclosure Statement for Medical Device Security. The vendor
must provide with this proposal, a “Patient Information Impact Assessment” for possible
privacy-related consequences of equipment and/or system that use or disclose personal
patient information or data including “electronic Protected Health Information” (ePHI).

2
| The Manufacturer Disclosure Statement for Medical Device Security (MDS )provides
manufacturer’s model-specific description of the following ...

+ The equipment or system’s ability to maintain and/or transmit ePHI.
+ The security features & safeguards associated with the equipment or system

16.3.2 The vendor shall submit a fully completed MDS? form for the equipment or system
being proposed in this RFP. The *pdf file is available at the following web address;
http://www.himss.org/content/files/MDS2FormInstructions.pdf)

16.3.3 See Appendix 2 for a “sample” of the MDS? form.

16.3.4 Privacy Impact Assessment ... Please note the IWK Health Centre requires that a
Privacy Impact Assessment (P1A) be completed by the vendor of choice prior to the
signing of a purchase agreement.

16.3.5 Vendor Confidentiality Agreement

16.3.6 The vendor will be required to sign a Vendor Confidentiality Agreement for servicing.
See Appendix 3 for a “sample” of the Form
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17

18

19

SOFTWARE
17.1 Include the vendor’s/manufacturer’s policy on notification of hardware and software

17.2 Updates on this equipment/system through its life expectancy during both warranty and after
warranty.

DICOM

With the fact that the DICOM standard lacks specificity, simply indicating that a device
is DICOM compliant does not necessarily mean a device will communicate with other
DICOM compliant devices. The seller shall specify, in their proposal, the details
required to fulfill the Health Centre’s needs.

18.1 The Health Centre has a connection to the Agfa “IMPAX” PACS provincial system (ver.
6.5.1.1500-SU7). The Diagnostic Imaging department must be capable of downloading
images from the proposed system directly to the Agfa “IMPAX” PACS system. The seller
shall indicate their compatibility with this system.

18.2 The proposed system(s) must be DICOM compliant to the latest revision of the standard.
Please indicate the compliancy level of your DICOM revision.

18.3 The vendor must submit their DICOM conformance document with their proposal.

18.4 The seller shall indicate how their equipment handles the exchange of information between
the DICOM-based units and the Health Centre’s HL7-based Meditech system. The seller
shall indicate if additional equipment (e.g. black boxes) and/or software are required to
successfully complete this requirement and specify details of such equipment. Also indicate
how the electronic patient record is handled and archived.

IT SERVICES -TECHNICAL STANDARDS

The following tables and notes outline the IWK Health Centre technical standards for vendors who
are supplying software and/or hardware as part of their proposal. Please indicate your compliance
in the appropriate column of the tables and written responses to the associated notes in the space
provided. Attach additional supporting technical specifications and documentation to your
response.

Communications
Protocol Version Mandatory/Preferred Comply
TCP/IP Version 4 Mandatory

Wireless Communications
Protocol (28] Mandatory/Preferred Comply
802.11 (A, B, G, N) See Note 3 Mandatory

Interoperability Standards & Protocols
[ Protocol Version | Mandatory/Preferred | Comply |
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HL7 2.X Mandatory
HL7 3.0 Supported
ccow 1.5 Preferred
Operating System & Hardware
Operating M
Platform System Make (8 Mandatory/Preferred Comply
Windows See Notes
Intel Server 2003/2008 Dell/Hp 1&2 Preferred
Desktop Windows 7 Dell S NG Preferred
1&2
Application Database
Platform Database (28] Mandatory/Preferred Comply
Intel SQL 2005 Preferred
Storage Requirements
Mandatory
Component (28] Preferred Comply
Storage Estimates Prov_lde expected storage needs fgr this system. Include requirements Mandatory
for first year as well as expected increases over the next 5 years.
Storage . . . .
Technologies Identify the type and capacity of storage provided with your system, Mandatory
Archiving Identify any Data Archiving techniques that are provided with your
P : Preferred
Capabilities system. And or can be applied to your system.
Security Standards
(Confidentiality Integrity Availability)
Mandatory il
Component Consideration | L Preferred
Comply
Identify the Authentication Model that your product
leverages.
List also the password change polices that can be Mandatory
Authentication appllfed and any lockout setting that are relevant to your
Model solution _ _ _
The IWK Leverages Microsoft Active Directory as our
Primary directory service. It is preferred that all new
applications are directly tied into Active Directory to Preferred
simplify account management and ensure that password
policies are consistent across all systems.
What safeguards are in place on your servers and
workstations to prevent data loss caused by lost or
; " > .
Confidentiality stolen equipment? Items could |r_10|ude encrypthn of Mandatory
data as well as the recommendation to store equipment
in physical secure locations.
To ensure the security of the data that your servers are
collecting the IWK would like to locate servers in the
IWK Data Centre ensures they are physically secure, Preferred
Infrastructure - : P
- under UPS power and in an air conditioned
Locations )
environment.
*Note* Storing of the server infrastructure in
IWK Data Centre may require your system
to function using Layer 3 connectivity.
Preferred
Identify if having your workstation and servers on
different subnets introduces concerns with the
functionality of your solution
Identify the full auditing capabilities of the system Mandatory
Auditing of Patient information should have the ability
to identify the following as a minimum but more details
- Auditing are preferred.
Integrity . Data and Time of access Mandatory
. Patient Identifier
e Staff member that accessed the information
Data Integrity Identify how your system deals with Mandatory
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changes/corrections to data. If a change is made after
original information recorded?
If your system does not inherently achieve this what

to ensure Data Integrity? This may be in the form of
Data Archiving Technology that can be leveraged.

the fact does your solution allow an audit to identify the

techniques can be used in conjunction with your system

Please identify your Disaster Recovery processes to
ensure that in the event of a failure we understand the
timeline of unavailability of the solution. These

processes need to cover the rebuilding and or Mandatory
Disaster restoration of Operating System, Applications and all
Recovery collected Data back to the last backup completed. What
is the extent of potential data loss?
Availability The IWK leverages EMC Networker Backup products
to provide local and offsite backups of systems on our Preferred
network.
Identify redundancy options with your system that can
mitigate both hardware and software faults. They can
Redundancy include items like redundant power supplies and hard Preferred
drives as well as hot standby or active failover
components that may be available with your solution
Application Support and Deployment
Mandator
Component (28] Preferredy Comply
Provide Minimum/Preferred system requirements for each type of
. Mandatory
server and workstation component.
Hardware Do Workstation/Server components have to be purchased from your
company or can the IWK leverage our existing Workstation and Server | Preferred
Vendors?
Provide details surrounding Server and Workstation software
. . Mandatory
installation processes
Will the Software function with only “User” rights on the Workstations | Preferred
Software Is the software Windows XP and Windows 7 compliant Preferred
What Antivirus products are approved for your network attached Mandatory
workstations and servers?
IWK Currently leverages Symantec Endpoint 12. Is this a supported
- Preferred
product on servers and workstations?
Will the IWK be able to leverage Microsoft System Centre to Deploy
: Preferred
software to workstations?
Is your software professionally packaged in MSI files that support fully
. automated deployments? If not does the executable have switches for Preferred
Installation silent installs and right assignments
It is the IWK’s preference to have Windows Based devices integrated Preferred
into our Active Directory/ Is this a supported configuration?

NOTES

Note 1:

Access to the IWK corporate network will be granted to equipment configured to be a member of the
IWK Active Directory Domain. Devices will run the Health Centre’s central Anti Virus solution and
be managed using Microsoft System Centre.

Vendor Response to Note 1
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Note 2:

Currently IWK Health Centre is delivering Microsoft updates via an internal update server. Vendors
must outline the process for applying Microsoft patches and critical updates to the hardware they
provide. Also include a list of all certified patches and critical updates that your application is
currently certified for. Any limitations on IWK Health Centre IT Services applying Microsoft
patches and critical updates to any relevant client PCs must also be outlined. Absence of this
information may disqualify your response from further consideration.

Vendor Response to Note 2

The vendor should provide details of any wireless communications capability including security and
privacy compliance and performance guarantees. Access to the IWK Corporate wireless network
must be using WPA2 with AES encryption.

Note 3:

Vendor Response to Note 3
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20 TRAINING

20.1 Clinical Staff Training and Education.

20.1.1

20.1.2

20.1.3

20.1.4

20.1.5

20.1.6

20.1.7

20.1.8

20.1.9

Training must be provided for all applicable personnel

Operation training prior to or during the system installation is mandatory.
Comprehensive applications training immediately following installation is mandatory.
Describe in detail the applications training period.

Follow up training at a mutually agreed upon date is mandatory.

Describe all on-going training & education opportunities provided.
Application/in-service training for all subsequent hardware and/or software upgrades or
updates installed on the system will be supplied at the time of the update installation at

no additional charge to the Health Centre.

A 50% discount from published rates will apply for any additional training within 2
years of installation

Each vendor shall include and specify all available interactive multi-media application
programs. E.g. Video, telecommunication presentations, multimedia.

20.2 Service Training and Education

20.2.1

20.2.2

20.2.3

The vendor should include cost to provide technical training for two IWK Biomedical
Technologists

The vendor shall include details on the following.
e Program length and format
Course location
Course content
Qualifications of instructors
Written materials provided
Tuition fee
Flight, accommodation, meals, & ground transportation
Service tools, documentation, etc. that may be provided with tuition

The vendor shall provide details as to any special tools, software, equipment required to
support and service the proposed system.
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21

22

20.2.4 Any costs for these, including annual license fees shall be included.

20.3

20.4

IT Training and Education (if applicable)

The vendor must provide technical training for IT personnel if required

SITE REQUIREMENTS & LAYOUT

21.1

Vendor must provide a complete and detailed description of the requirements for the
proposed equipment/system that may include, but not be limited to:

Shielding

Electrical

Mechanical (HVAC and plumbing)

Medical gases

Structural and access requirements.

A complete description of environmental conditions required
Ceiling, wall, and floor loading

Any special utility and electrical power system needs.

ACCEPTANCE TESTING

22.1

22.2

22.3

22.4

The proposed system shall be subject to and must pass acceptance testing, performed by the
IWK Health Centre. The system will be tested for compliance with applicable CSA medical
standards for electrical safety and manufacturers specifications

The system shall be subject to and must pass acceptance testing, performed by IT personnel
if applicable.

Before going live, the system shall successfully demonstrate its backup and recovery
procedure to resume operation after a disaster. As bound by the provincial guidelines for
Nova Scotia, and Health Canada, devices will be checked that they meet the device license
and/or establishment license requirements as defined and set forth in the Medical Devices
regulations stated earlier. Any proposals for equipment that do not meet the requirements of
these new Medical Devices Regulations or CSA medical standards, will not be considered
in the tendering process.

In addition, if applicable the physicians from each department have to accept that all the
features in the system are fully functioning to their satisfaction.
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23 DOCUMENTATION

| Manuals DO NOT have to be included in this RFP submission, but
must be included if the Health Centre requests an evaluation.

| When the system(s) is purchased, the following documentation
must be included ...

23.1 One (1) hard copy and one CD/DVD copy of the service manual for each system & all
major components proposed. The service manual must contain but not limited to:

Mechanical & electronic schematics
Electronic component layouts
Mechanical component breakdown
Complete electronic, electrical & mechanical parts list
Circuit descriptions & theory of operation
Calibration/PM procedures & schedules
Troubleshooting procedures
Equipment specifications
Installation requirements/manuals
System wiring diagrams
Error code listing, w/descriptions/problems & how to access these
Codes/Passwords to access all service and configuration menus and functions
Note: Service manual should be the same service manual as delivered to field service technicians.
Service manuals should also contain an updated list of service bulletins, service manual updates, and
PM procedures

23.2 Operators Manuals

The following departments must receive a hard copy of the operators
manual(s) for each system purchased except where noted ...

23.2.1 Biomedical Engineering ...

23.2.2 Require a hard copy for each of the systems proposed

23.2.3 Require a CD/DVD copy for each of the systems proposed

23.2.4 Information Technology (IT) ... Require any documentation that relates to networking,
interfacing, software packages, etc.

24  SERVICE CAPABILITIES

24.1 The vendor shall provide a description of local and regional factory-based service
capabilities, including the following:

The number and qualifications of service engineers
Their training

Their base locations

The locations of backup service engineers

The location of primary and backup spare parts locations
The time for delivery of parts after notification
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25

26

24.2

The vendor shall indicate the company’s response times are to the following ...

Response to service calls placed
Service rep. on-site response

PROBLEM NOTIFICATIONS

25.1

25.2

25.3

25.4

255

The following will be provided for the life of the system...

24.1.1 Immediate notification of any alerts affecting any part of the system.

24.1.2 Notification of manufacturer’s technical service bulletins

24.1.3 Immediate notification of any software or hardware threats (viruses, worms, etc.)
for any other threats to any computer- based equipment/software that may be used.

These notifications will automatically be sent directly to Biomedical by a means agreeable to
both parties.

The manufacturer shall arrange for free access to the manufacturer’s web site for
downloading of any applicable updates, software patches, corrections, etc. that are required
in maintaining a reliable, effective and safe working system.

All problem notification shall be provided at no additional cost to the Health Centre.
If the Health Centre should agree to purchase the equipment being proposed, then, as a

condition of sale, the VENDOR must comply, agree and sign the Notification Agreement as
shown in Appendix 4.

SERVICE CONTRACTS

26.1

The pricing section shall include vendor proposed service agreements for a five (5) year
period. Include all agreement terms, conditions and fees, minimum and maximum remedial
maintenance response time, credit to the BUYER if the selected vendor fails to meet
guaranteed response time, availability of trained technicians and parts, system hardware
enhancements and upgrades, software maintenance, engineering support, software license,
and any other factors that should be considered by the BUYER in evaluating the vendor’s
proposal. The price for each yearly period shall be clearly indicated and binding.

26.1.1 Full-service package (24 hours/7 days)

26.1.2 Full-service package (8:00am to 5:00pm/5 days)
26.1.3 First-screen package (Biomedical)

26.1.4 Preventative Maintenance package

26.1.5 Time and Materials service

27 \WARRANTY

27.1 The vendor shall provide a description of warranty contracts including your standard

warranty and any special extended warranties offered. Provide a description of proposed
warranty terms including any partial (less than one year), or extended warranties.
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28

29

30

27.2 It should be understood that the warranty period shall not begin until all proposed system(s)
are approved by the Health Centre’s Biomedical Engineering, IT, as well as the respective
physicians of each department receiving a system or after the first clinical application.

CONSUMABLE PRODUCTS

28.1 The vendor shall identify all consumable items used with this equipment (e.g. Filters, etc.)
and provide guaranteed prices for these items for a period of five (5) years after acceptance
of the systems by the BUYER.

28.2 Prices for consumable items shall be subject to negotiation with BUYER before contract
award under this RFP.

28.3 Indicate whether supplies, that are to be used with this equipment, are to be purchased only
from the manufacturer or from other companies as well (specify).

EVALUATION

29.1 The BUYER may select and inviting vendors to do presentations, demonstrations,
evaluations and/or clinical on-site trials. It shall be understood that this decision will be
made based upon, but not limited to the following ... price; conformance to equipment
requirements and terms & conditions; conformance to biomedical & information technology
requirements, equipment features, specifications, vendor experience; the experience of other
users with the equipment and vendors; delivery & installation schedule; warranty terms;
service capabilities; user training and support services; operating costs and overall
responsiveness to this RFP. The BUYER reserves the right to make their decision,
independent of any or all of the above factors.

29.2 If an on-site clinical evaluation of the equipment is not possible, the vendor shall include
arrangements for site visits by Health Centre representatives which will include ...

e Three (3) reps from the applicable department
e One (1) Biomedical Engineering rep

29.3 The vendor will indicate the reference sites that will be included in these site visits.

REFERENCES

30.1 IWK may make such investigation as it deems necessary to determine the ability of any
Proponent to provide products and services and may utilize the results of such investigation
in awarding the Contract

30.1.1 A list of references (Canadian References preferred) from similar institutions that are
presently using the equipment proposed, complete with the name and telephone numbers
of the contacts for the following, must be included with this proposal ...If proposed
equipment is a different configuration specify the difference

Page 47 of 54

IWK Health Centre Final RFP DI SPECT_CT July 11_2014




IWK Health Centre, Hfx., NS

31

32

33

34

30.1.2 Clinical User
30.1.3 Inhouse service representative
30.1.4 IT contacts (if applicable)

PrRoOPOSAL COST

31.1 Proposals are to be F.O.B. Hospital

31.2 Pricing quoted is to be in Canadian funds.

TERMS OF PAYMENT

32.1 Include the proposed equipment payment terms, including any cancellation fees and any
alternatives that result in a cost saving to the BUYER.

32.2 Include a proposed method for determining price changes (if any) if a delivery date longer
than one (1) year from the proposed delivery date is requested by BUYER.

SUBSTITUTION

33.1 The vendor shall include a proposed method that allows the BUYER to substitute, at its
discretion, new equipment introduced by the vendor after the award, but before delivery, that
more suitably meets BUYER’s clinical requirements. Specifically address potential cost
differences. The vendor shall make no substitutions without agreement by BUYER.

PROPOSAL COPIES

34.1 Please include (3) complete copies of this proposal for the following:

e Biomedical Engineering
e Diagnostic Imaging
e Purchasing

Please include at least 1 electronic copy of this proposal on CD / DVD or USB
Drive
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APPENDIX 1

IWK General Terms & Conditions — Updated (May 31/12)

1. The IWK acknowledges that any information submitted in confidence by a vendor, if disclosed to third parties,
could reasonably be expected to cause financial harm or harm the competitive position of the vendor. Any
information contained in a proposal that is considered confidential by the vendor must therefore be clearly
identified as confidential. The IWK and its representatives shall, to the extent permitted by law**, respect the
confidential nature of any information so identified. **Please note that as a public body, IWK is subject to the
Freedom of Information and Protection of Privacy Act, and may be required to release information relating to
this RFP and/or the resultant contract. IWK would endeavor to consult the affected proponent(s) to the extent
permitted by law.

2. The vendor agrees that it shall not seek information regarding this purchase or any proposals or decisions
relating to this purchase by application under the Freedom of Information and Protection of Privacy Act (Nova
Scotia). The vendor acknowledges that all information and records relating to this procurement process may
be released to the vendor only at the discretion of the IWK and subject to the procurement process,
applicable law and confidentiality concerns.

3. IWK reserves the right to

cancel the process at any stage;

cancel the process at any stage and issue a new RFP for the same or similar deliverables;

reject any or all proposals; and

reject any and all proposals submitted and to negotiate with the compliant proposal offering the “best
value” in any manner necessary, to serve the best interests of IWK.

Neither the responsive proposal that scores the highest number of rated points nor the one that contains the
lowest price will necessarily be accepted or considered the best value proposal.

a0 oo

4. The IWK will not pay for the information solicited by any RFP. All costs incurred by a vendor in the preparation
of a proposal are the responsibility of the vendor. The IWK makes no representation or assurance regarding
the outcome of proposals, and specifically reserves the right to terminate the tendering process without
consequence or liability.

5. All bid materials will become the property of the IWK, unless otherwise specified by the vendor.

6. The vendor represents and warrants that none of the bid materials infringe any intellectual property rights of
third parties.

7. The IWK reserves the right to provide clarification on existing requirements contained in any RFP. Should
additional requirements be identified, they will be submitted to all vendors in writing as an addendum to this
document.

8. References identified in the proposal may be contacted by the IWK to substantiate the proposal’s solutions
capabilities and reliability, as well as proponent performance, and overall service. Proponents are expected to
cooperate fully in helping IWK to verify Proponent claims.

9. The successful Proponent will be required to execute a contract in the IWK standard form. The Proponent’s
proposal shall be attached as a schedule and incorporated by reference into this standard form agreement to
the extent applicable.
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

All proposed services/equipment/goods/furniture (as applicable) must comply with all relevant laws, codes
and standards, and where appropriate be approved to applicable standards, e.g. CSA standards.

All vendors and any subcontractors performing work at the IWK must be registered in the Province of Nova
Scotia under the Corporations Registration Act or the Partnerships and Business Names Registration Act.

All prices / costs are to be quoted in Canadian dollars and exclusive of any taxes. Items such as delivery, set-up
fees, in-servicing, taxes, etc are to be shown as separate line items.

The IWK qualifies for government and educational discounts from various vendors. All applicable discounts
are to be identified in the price section.

It is a condition precedent to the IWK’s acceptance of any tender that the vendor confirms that they have no
outstanding or pending litigation, action, claim, demand, or cause of action against the IWK which in any way
relates to the subject matter of the RFP or which relates to the supply of goods and services to the IWK.

A vendor’s proposal must be signed by an authorized signing officer of, or authorized person for, the vendor,
certifying that all information contained in the proposal is accurate and agreeing to comply with all of the
terms, conditions, and provisions of the RFP.

All Proponents must provide full-disclosure of any and all funding of “in-kind” programs that have been
provided to IWK. Furthermore all Proponents must disclose the name(s) of and person(s) employed at IWK
who is under contract, or represents the Proponent in any capacity which may be viewed as a conflict of
interest

Vendors must clearly identify any Third Party software or hardware components, if applicable, including
optional vendor modules that are not included as part of the vendor’s pricing response.

Provincial Initiative: It is understood that any agreement and/or purchase that results from this tender are
available to all Nova Scotia District Health Authorities (DHAs 1 through 9) for a twelve (12) period following
the contract award, at their discretion. While the exact resultant configuration may not be appropriate for
any given DHA, it is expected that the vendor will afford the same pricing and/or discount structure to all
districts. Each district will be responsible for issuing their own P.O.

The IWK encourages the use of electronic commerce for business transactions; therefore, vendors are
requested to include a description of their capabilities and experience with electronic commerce. Vendors
should also include any discount structure they offer with this.

Vendors submitting bids involving the collection, use, or disclosure of personal information are required to
certify that the vendor’s business is fully compliant with the Personal Information Protection and Electronic
Documents Act (Canada).

All prices are to be FOB destination (freight included) upon delivery to the IWK.

The vendor shall identify any component of their shipment that includes hazardous materials requiring the
IWK to take any environmental or personnel precautions.
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23. Proponents submitting proposals hereby certify that the Proponent’s business is fully compliant with the
Personal Information Protection and Electronic Documents Act (Canada), the Freedom of Information and
Protection of Privacy Act and the Personal Information International Disclosure Act. Proponents submitting
proposals hereby certify that all information necessary to allow the IWK to determine compliance with the
Personal Information International Disclosure Act has been provided to the IWK.

24. All purchase orders, contracts, and tender documents (RFPs, RFQs, etc) and all items pertaining to them shall
be governed and interpreted in accordance with the laws of the province of Nova Scotia.
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APPENDIX 2
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APPENDIX 3 ... Manufacturer Disclosure Statement for Medical Device Security — MDS2

Manufacturer Disclosure Statement for Medical Device Security — MDS?

Davice Categary ! Manufacturer | Documant 1D i Documant Releass Date

Device Model Software Revision Softwnre Reloase Date

Manufacturer or HName

Company Name

1 Can thls device transmit or mamta n etcr ronikc
2, Types of ePHI data elements that can be maint:
a. Demographic (e.g., name, address, locati
b.  Medical record (e.g., medical record #,
c. D peutic (e.g., p
d. Open, unstructured text entered by dev!
3. Maintaining ePHI: Can the device
a. Maintain ePHI tempararily In volatile memeory
b. Store ePHI parsistently on local media?..
c. Import/fexport ePHI with other svstems
4, Mechmlsms used for the mpor
Display &PHI (e.9., videa a-spla\fj
Generate hnrde\f reports or images containing el Cais A A e AN AR
Ratrigve aPHI from or record ePHI to removable media (4 -ROM, tape, CF/SD ca wrd, memaory mck:? :
Transmt/receive or import/expert ePHI via dedicated cable connection (e.g., 1EEE 1073, serial port, .
Transmit/receive ePHI via a network connection (e.g., LAN, WAN, VPN, mwanet Internet)?..
Transmit/receive ePHI via an integrated wireless connection (e.g., WIFi, Bluetoath Ini'raredl?
Other ?

empangw

APPENDIX 4 ... Vendor Confidentiality Agreement

IWK Health Centre

5850/5980 University Avenue

P.O. Box 9700

Halifax, Nova Scotia A

B3K 6R8 IWK Health Centre

{VENDOR}
{Vendor address}

{VENDOR} acknowledges during the course of performing it’s obligations hereunder, {VENDOR}
and their employees, officers, directors or other Client approved personnel or independent contractors
may become aware of/have access to information from Client that is not publicly known, including but
not limited to; information relating to the identity, condition, history, care or treatment of Client’s
patients and Client personnel information or Client business information.

{VENDORY} agrees to ensure that all of {VENDOR} employees, officers, directors, or other Client
approved personnel or independent contractors engaged by {VENDOR} who become aware of/have
access to such information, shall treat all information as strictly confidential.

Such information shall not be disclosed to any non- {VENDOR} employees or representatives or
entity without prior written approval of Client. The obligation of confidentiality in this paragraph shall
apply regardless of whether the subject information was supplied to {VENDOR} or whether the
information was learned by {VENDOR} inadvertently during the course of its performance, or
otherwise. The obligation of confidentiality in this paragraph shall survive the termination of this
agreement regardless of the method or timing of its termination.

{ VENDOR }
Vendor Vendor Rep. Name (print)
Vendor Rep. Name (Signature) Vendor Rep. Title (Print)

Date
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APPENDIX 5 ... User Notification of Hazards/Recalls/Defect Notices, Computer &

Software Viruses/Worms and Technical Service Bulletins

USER NOTIFICATION OF HAZARDS/RECALLS/DEFECT NOTICES,
COMPUTER & SOFTWARE VIRUSES/WORMS and TECHNICAL SERVICE BULLETINS

IWK Health Centre
5850/5980 University Ave.
y P.O. Box 9700

Halifax, Nova Scotia
IWK Health Centre Canada, B3k 6R8

{Vendor} shall automatically notify Biomedical Engineering, at the IWK Health Centre, of any product
hazards, recalls, defect notices, software or hardware viruses/worms and any technical service bulletins issued
that relate to any of the equipment quoted being manufactured and/or delivered to BUYER under the terms of

this RFP. Any of these notifications shall be made to Biomedical Engineering Department within [five (5)] days
of the earliest announcement in any nation by the manufacturer or device regulatory body. This agreement shall
remain in effect for the life of the equipment and/or system. {Vendor} understands that failure to comply with
this requirement may lead to a one (1) year BUYER ban on the purchase of all products from {VVendor}.

The undersigned hereby acknowledges that he/she and all representatives of his/her company will adhere to the
above protocol.

Signature:

Name:

Title:

Date:
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