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About International Finance Corporation

IFC, a member of the World Bank Group, is the largest global development institution focused
exclusively on the private sector in developing countries.

We utilize and leverage our products and services—as well as products and services of other
institutions in the World Bank Group—to provide development solutions customized to meet clients’
needs. We apply our financial resources, technical expertise, global experience, and innovative
thinking to help our partners overcome financial, operational, and political challenges.

Clients view IFC as a provider and mobilizer of scarce capital, knowledge, and long-term
partnerships that can help address critical constraints in areas such as finance, infrastructure,
employee skills, and the regulatory environment.

IFC is also a leading mobilizer of third-party resources for its projects. Our willingness to engage in
difficult environments and our leadership in crowding-in private finance enable us to extend our
footprint and have a development impact well beyond our direct resources.

For more information, please visit www.ifc.org
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Our goals are to
end extreme
poverty by 2030
and boost shared
prosperity in every
developing country
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Faith Muigai, RN, CNRN
MSN

20 years global health
experience in both public
and private sectors.

Sector experience in Sub
Saharan Africa with focus
health policy and healthcare
standards, quality and
regulation, healthcare health
systems strengthening
experts, commodity
management experts, public
private partnerships, health
service strategy and delivery.
In 2019, recognized as an
Innovator and Woman in
Leadership by the
International Finance
Corporation (IFC).

Joseph Williamson, DMS

35 years of radiology clinical
practice

Extensive experience in
Medical Equipment
procurement and project
planning

Trained Board Certified
Sonologist/Fetal Medicine
Imaging

20 years consulting in
international healthcare
markets
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What is AMEF?

A Financial Facility A Risk Sharing Facility (RSF) AMEF’s Value Add
To support medical equipment US$150 million RSF established by IFC To increase availability of medical
financing for Healthcare SMEs in partnership with local Partner Financial equipment in these under-developed
(private hospitals, clinics, pathology Institutions (PFls) and global Original healthcare markets by providing HSMEs
Equipment Manufacturers (OEMs) adequate financing

labs and diagnostics imaging centers)

Goal: Help strengthen healthcare

Where: 9 countries in West and Goal: Facilitate HSMEs access up to
East Africa US$300 million of loans and leases infrastructure in West and East Africa
[ B Ivory Coast Cameroon i Ghana Tanzania
AMEF ) B Rwanda
Countries B-0 Senegal B B Nigeria BEE Kenya == Uganda
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Who Does What? How Does it Work?

Partner Banks Partner OEMs

Trainings PHILIPS C)
Health/SMEs credit management > D@ g‘ Otkher Partner GE HeatthCare Healthcare Kélu—mBZopz
Medical equipment financing BANK Danks . %
% ; I Geeica

neusore s [TIINAray
—] »

A

@ IFc Loan,
Repayments

. Equipment
~ Trainings Healthcare Services,
Financial ma_nagement Maintenance LI
\ Med. equipment » .
K procurement = e 4
Facility rapid quality f./
assessments
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AMEF Advisory Services
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About AMEF Countries Covered
IFC designed a multi-component advisory program to address the challenges faced in Kenya
acquiring medical equipment in Sub-Saharan Africa as a joint initiative between the Financial -

Institutions Group Advisory, Healthcare Quality Advisory, and the Financial Management | l Ivory Coast

Advisory programs.

Program Components
[

Component 2: Training & Awareness
Building on Medical Equipment Planning,
Procurement, Maintenance, and Other
Relevant Issues for HSMEs

Component 1: Onboarding,
Training, and Implementation
Support for Partner Fls

Component 3: Financial
Management and Business
Planning Toolkit

An advisory program will be An advisory program will provide An advisory program will be
delivered to banks through (i) a HSMEs with access to necessary delivered to HSMEs to strengthen
training program to help banks information and training materials to their ~ financial  management
understand  the  Risk-Sharing facilitate smart decisions on equipment capacities, particularly
Facility eligibility criteria purchasing and operations. around cashflow  forecasting,
for HSMEs and reporting budgeting, and business planning.

requirements, and (ii) workshops
to develop recommendations on
how the Risk-Sharing Facility can
be utilized most
effectively and assist with building
an implementation plan.



Who Can Benefit AMEF? What are the Key Terms?

Who Can Benefit AMEF? What are the Key Terms?

*Private Hospitals, Clinics, Laboratories, Imaging Centers

operating since at least 3 years Loan Amount: From KES 500,000 to KES 200,000,000

*Registered Healthcare SMEs/Professionals *Tenor: Up to 5 years

*Meeting 2/3 criteria of IFC SME definition: *Grace period: 3 -6 months moratorium on principal
() Revenue: KES 10 million - 1.5 billion
(i) Total Assets: KES 10 million - 1.5 billion Use of funds:
(i) Staff count: 1 to 300 Purchase of medical equipment

Ancillary services (delivery, installation, warranty, maintenance,
Looking to purchase medical equipment from an AMEF Partner  application/usage trainings)
OEM From an AMEF Partner OEM or its duly authorized distributor

*Need loan from an AMEF Partner Bank
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YOUR MEDICAL EQUIPMENT
PURCHASING JOURNEY
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Medical Equipment Purchasing Experience

Raise your hand if you
have experience
purchasing medical
equipment.

What challenges have you
had?



Common challenge: So much to choose from!

Device types Brr?]r:)(iljseénd Sophistication
* Over 6,000 * Over 50,000 * Range from
distinct device brands and simple to
types and models sophisticated
entities avallable from
over 12,000
manufactures

14
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The Medical Procurement Journey

1:

Beginning Your
Medical Equipment

udgeting
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OBJECTIVES
By the end of this session, you will be able to:

1. Describe the medical equipment purchasing journey

2. Gather key information needed for the procurement journey (Needs Assessment Step 1)
3. Understand a procurement needs assessment

4. Plan the budget for a medical equipment procurement

5. Identify key planning and budgeting needs

6. Conduct a procurement needs assessment

7. Plan the budget for a medical equipment procurement

8. Identify key planning and budgeting points in a case study
9. Identify risks in seeking financing

10. Prepare a loan application



Common Purchasing Practices

Special clinical requirements not accounted for
Staff not trained to handle device

Room cannot accommodate device

Additional, unaccounted for hidden costs
Technology discontinued/obsolete

Technology has high number of reported problems

X X X X X X

Often result in:
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Key Elements to Consider in ME Purchasing

Clinical requirements

Safe for use by users and patients
Current technology

Compatibility with existing technologies
Cost-effectiveness

Space/room requirements
Maintenance

After-sales servicing by supplier
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Your ME Procurement Team

What does your facility’s procurement
team look like?
Who makes the ME purchasing decision?

* The top leader (owner, CEO, Chairman of the Board) &
* The procurement officer/lead

« The finance department lead

« The lead physician providing the intended service

Any Size Medical Facility Should have a Medical

Procurement Team That Comprises

 CEO, Medical Director, Owner -
* Finance Manager
* Clinical users (physicians, nurses, radiographers, lab technicians g #

* Procurement Manager

» IT department representative
 Human Resources representative

- Biomedical engineer @ IFC

19
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ME Procurement Team Tasks and Responsibilities

v Initiate procurement process
v Define clinical needs, features, patient type and patient volume
v/ Carry out finance-related work (e.g., calculating total cost of ownership and return on investment)

v/ Source for equipment suppliers, conduct tender, communicate with suppliers, evaluate tender
outcome

v/ Check pre-installation requirement and availability
v Identify maintenance requirements
v Identify cybersecurity risk and possible interoperability issues

v Identify expertise and training requirements

International
Finance Corporation

v Hire expertise where required @
IFC

WORLD BANE GROUP
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Medical Equipment Purchasing Planning
5 ,,\-7‘" '—"“’ What could possibly
- il go wrong in
\ purchasing medical
A ./ equipment?

n




Planning is:

A systematic
approach to
determine the
clinic/hospital’s
equipment needs

A\

Planning helps answer

these questions:

WHY PLAN?

What to buy
Why buy
When to buy
How much

Planning helps to:

Identify clinical
needs

Identify suitable ME
type and quantity

Identify key
technical
requirements to
effectively deliver
Intended clinical
service

Facilitate
subsequent steps
In Needs
Assessment
process

International
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Medical Equipment Purchasing Planning Information

What information would you want in order to make this ME
procurement?

-
A. What is the required ME type? I k | 2B
il |

V'Will it deliver the intended clinical application?

B. What is the key features required?

v" What is the patient type to be serviced? | |
v What are the technical requirements? |

C. What is the intended clinical service or application:

v For replacement of existing ME or to support increasing patient
volume

v'For delivering new clinical services or applications @“:c

Creating Markets, Creating Opportunities



Needs Assessment:

A. What is the intended location?
Adequate space for delivery
Adequate and appropriate space for use

B. What is the estimated patient volume?
Is it replacing the existing ME?

Is it for new service?

Is this purchasing a whole new unit?

C. What is the quantity of ME required?
How many are you replacing?

For new clinical service/additional unit: Guided based on anticipated numbers of patients/day against
time to complete the delivery of each procedure

International .
Finance Corporation
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Needs Assessment Steps

1. Collect key information required for

2. Determine suitable medical equipment

3. Identify expertise available/required to

S G
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Case Study: Happy Clinic Step 1

Dr Amanda, the owner of Happy Clinic,
would like to start offering a health
screening service at her clinic.

She wants to start offering a
comprehensive health screening service.
She needs a digital X-Ray system for the
chest scans.

What information would you need?

CIFC

Creating Markets, Creating Opporiunities
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Key Information Required for Planning

Stakeholders involved (name,title ):

Discussion date:

Questions

Response

Use the Checklist

'What would be the main reason for ME purchase?

DTo replace ME which is beyond economical repair

DTO replace ME discontinued by manufacturer

DTQ deliver new clinical service/application

DTo support increasing patient volume

DOthers, please specify :

'What is the intended clinical service/application?
*Indicate ALl clinical services/applications intended to be
delivered (consider current and future needs).

Where is the location of use (Department, Room)?

-Is adequate space currently available to support the
delivery of clinical service and increase in patient
volume?

What is the required ME type?
*Perform research to identify suitable equipment type for
the intended clinical application.

What are the key features required?

*Indicate key technical requirements to deliver intended
clinical services/applications (e.g., height-adjustable
table, screen size, invasive blood pressure monitoring, 24-
hours ECG monitoring, etc.).

- Patient type
*Indicate the type of patients expected to receive the
services/applications.

Oaduie

DPediatric
DNeonates
DBariatrics

Start filling this out for Dr. Amanda’s
request:

* At the start of the request, she had
stated that she wants to start offering
a comprehensive health screening
service. To do this she needs a digital
X-Ray system for the chest scans.

e She thinks she will need it for about 2
adult patients each day.

« She wants it to have a digital detector
and she plans to put it in the clinic’s X-
ray room

What is the estimated patient volume?
*Refer to relevant documents/business case
study/business plan

What is the quantity of ME required?

*Refer to number of ME required to be replaced OR
calculate based on anticipated number of patients versus
procedure time and device capacity

International
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Key Information Required for Planning

Stakeholdersinvolved:

Dr Amanda (clinic owner)

Date: 1st June 2021
No. Questions Response
DTD replace ME which is beyond economical repair
DTD replace ME discontinued by manufacturer
a. [What would be the main reason for ME purchase? Tu:u deliver new clinical service/application

DTD support ncreasng patient volume

DDthE rs, please specify :

'What is the intended clinical servicefapplication?
“Indicate ALL clinical services/applications intended to be
delivered (consider current and future needs).

To perform chest X-ray for health screening

'Where is the location of use (Department, Room )?

Clinic X-ray Room

-Is adequat e space currently availableto support the
delivery of clinical service and increase in patient
volume?

‘What is the required ME type?
*Perform research to identify suitable equipment type
for the intended ciinical application.

Digital ¥-ray

'What are the key features required?

*Indicate key technical requirements to deliver intended
ciinical services/opplications (e.g., height-adjustable
table, screen size, invasive blood pressure monitoring, 24-
hours ECG monitoring, etc. ).

Digital Detector

- Patient type
*Indicate the type of patients expected to receive the
services/applications.

Aadur

Orediztric
DNeonata
DBar'latr'u:

'What is the estimated patient volume?
*Refer to relevant documents,/business case
study,/business plan

2 patients /day

1]

'What is the quantity of ME required?

*Refer to number of ME required to be reploced OR
calculate based on anticipated number of patients versus
procedure time and device capacity

1 unit

Case Study: Happy
Clinic Step 1 in Action

‘,
o~

v Estimated the patient volume to be 2

patients per day.

v Calculated quantity of ME by estimating
procedure time and device capacity/day.

v/ Device capacity/day: 8 hours (clinic
operation time) x 60 min + 5 mins= 96
scans/day

v/ Therefore, 1 unit of the device will be
sufficient to serve the expected volume
of 2 patients/day.
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What comes next?

1. Collect key information required for
2. Determine suitable medical equipment

3. Identify expertise available/required to

Creating Markets, Creating Opporiunities




MEDICAL EQUIPMENT PURCHASING
JOURNEY: PLANNING AND BUDGETING

1: |
Your Medical 2:
Equipment Planning and
Purchasing Budgeting
Journe
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Medical Equipment Planning

'8

N

‘ What are the risks for not properly
identifying the suitable ME category?

( /! Risks:

ﬁ ) X Cannot meet full intended use

Y
- n : X Cannot use at all

XFrustrated staff

XLoss of income

Why is it important to identify the suitable ME category?
v There from multiple ME categories for a single equipment type.

v'You need effective delivery of the intended clinical application.



Needs Assessment Step 2

33

ME Type ME Category

MRI

1.5T
3.0T

CT Scanner

16 to 32 slices
64 slices

128 slices
2256 slices

Digital X-Ray

Ultrasound

Bucky stand only
Bucky stand and table unit
Mobile X-Ray

General Purpose Ultrasound
Breast Ultrasound
Cardiovascular Ultrasound
OBGYN Ultrasound
Point-of-Care Ultrasound

Physiologic Monitor

Vital Signs Monitor
Bedside Monitor
Transport Monitor

A facility needs to
perform full body
digital x-ray
scanning in supine
position

International
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Medical Equipment Planning

What considerations
should you make
when determining
the suitable ME
category?



Needs Assessment Step 2
What considerations should you make when determining suitable ME category?

v Relevant features, functionality and accessories required to deliver the intended clinical application
v Expected patient type to be served

v ME versatility Consider the
effect of higher
level of
technology on
procedure fee

Tasks involved:
1. Perform market research to identify ME categories and its capabillities
2. Select suitable device category that best meets clinical service/application

3. Identify brands and models available in the market

. CIFC

Creating Markets, Creating Opportunities
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Digital X-Ray Systems

The following table indicate clinical application and typical location of use for different categories of Digital X-Ray, Ultrasound and
) is provided to illustrate price difference between ME categories of different technology level.

Patient Monitors. Price ratio (

Typical location of use

ternatlnnal

AEETOF Par

Clinic Primary Care | Tertiary Care Hospital (>100 beds)
Hospital (~50
o beds)
ME Category Application - Emergen|Imaging Emergen|Imaging| ICU Health
cy Dept| Dept |cyDept| Dept Screenin
g Center
Bucky Stand Only Only allows X-ray scanning to be performed
in standing or sitting position. Suitable for \/ \/ \/
chest x-ray scanning
Combination of Table Unit & Bucky |Allows full-body head-to-toe scanning to
Stand identify fractures/break, tumors in bones;
identify arthritis; diagnose pneumonia, \/ \/ u
identify kidney stones, etc.
Mobile X-Ray Portable x-ray units that can be moved to
immobile patients for x-ray scanning \/ \/ \/
IFC:

fad
2/

WORLD BANE GROUP
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Ultrasound Machines

ME Category

7

Application

Typical location of use

Clinic | Primary Care Hospital Tertiary Care Hospital (>100 beds)
(~50 beds)
- [Emerge|Imagin OBGYN[Emerge/Imagin| ICU |Health OBGYN|Cardiaci, OT |[Labou
ncy |g Dept| Clinic | ncy |g Dept Screeni| Clinic |Centre r &
Dept Dept ng Deliv
Center ery

Point-of-Care
Ultrasound with 2D
scanning od

Price ratio:

- Perform all acquisitions and
interpretations of image at point-of-care
(POC).

88 |- Capable of performing all clinical

applications of a general-purpose
ultrasound in 2D scanning mode.

v

ViV

General Purpose
Ultrasound with 2D
and 3D scanning mode

Price ratio:

Basic scanning to help diagnose the causes
of pain, swelling and infection in the body's
organ

- Examples of general applications include
Abdominal scan, Cardiovascular scan, Breast
scan, OB/GYN scan, Small parts scan,
Musculoskeletal scan, Kidney or Bladder
scan, Intraoperative application in surgery
(including biopsy procedure)

v

37
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Ultrasound Machines (Continued)

Typical location of use

Clinic |Primary Care Hospital Tertiary Care Hospital (>100 beds)
(~50 beds)
ME Category Application - Emerg |Imagin|OBGYN Emerg|Imagin| ICU |Health|OBGYN|Cardiac OT |Labour
ency |g Dept| Clinic | ency [g Dept Screeni| Clinic |Centre &
Dept Dept ng Deliver
Center Yy
Breast Ultrasound |- For breast scanning with advanced
with 2D and 3D interpretation tools for breast tissue
scanning mode analysis

- Besides diagnosing breast lumps, it has
the following advanced applications:
i. Characterize breast masses to guide \/ 0
breast biopsies procedures
ii. Differentiate cysts from solid masses
seen on mammograms
iii. Determine the focal abscess that
causes inflamed breast

Price ratio:

Ultrasound with Capable to perform all clinical application

Fusion Imaging of a 2D/3D General Purpose Ultrasound.

Technology with 2D |- Allows CT and/or MR images to be fused

and 3D scanning with real-time ultrasound to correlate \/
Arockeratio: anatomy between modalities.

- Useful for tumor treatment.

ﬁ‘ International
I-Fc p— =
w WORLD BANK GROUP
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Ultrasound Machines (Continued)

ME Category

Application

Typical location of use

Clinic [Primary Care Hospital (~50 Tertiary Care Hospital (>100 beds)
beds)
- Emergen| Imaging | OBGYN |[Emergen|Imaging| ICU Health | OBGYN | Cardiac| OT |Labour
cy Dept| Dept | Clinic |cy Dept| Dept Screenin| Clinic | Centre &
g Center Delive
ry

Cardiovascular
Ultrasound with 2D and
3D scanning mode

Price ratio:

Specialized features and interpretative tools for
cardiovascular scanning to provide
echocardiogram (ECHO) and blood flow study
Often equipped with transesophageal echo (TEE)
transducer

Can directly image atheroma and vessel wall
Provide detailed measurement of blood vessels
with the use of catheter-based transducer
Allows for a real-time dynamic assessment of
plague morphology and provides a better
understanding of the blood flow

Cardiovascular
Ultrasound with 2D, 3D
and 4D scanning mode

Price ratio:

39

Capable to perform all clinical application of a
2D/3D Cardiovascular Ultrasound and 4D scanning
to allow live streaming video of the images.

IFC
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Ultrasound Machines (Continued)

Typical location of use

2

3

Clinic Primary Care Hospital Tertiary Care Hospital (>100 beds)
(~50 beds)
ME Category Application - Emerge |Imaging| OBGYN | Emerge [Imaging| ICU | Health | OBGYN | Cardiac| OT | Labour
ncy Dept | Clinic ncy Dept Screenin| Clinic | Centre &
Dept Dept g Center Delivery
Obstetrics and Gynecology - Has specialized Obstetric Analysis software
(OB/GYN) Ultrasound with 2D | and interpretation tools specialized for
d 3D scanﬁ[h moge?'D gynecology
. - Able to obtain detailed organ images in the
female pelvic region and perform \/ \/ \/
transvaginal ultrasound.
Price ratio:
Obstetrics and Gynecology - Capable to perform all clinical application of
LlOB/GYN) Ultrasound witg 2D,| a 2D/3D OBGYN Ultrasound and 4D
nd 4D scanning scanning to create a live video effect which
4D is usually used for Obstetric application to \/ \/ \/
capture baby movement inside the womb.
Price ratio:
Obstetrics and Gynecology - Capable to perform all clinical application of
(OB/GYN) Ultrasound with 2D,| a 2D/3D/4D OBGYN Ultrasound and
4D and 5D scanni-= perform 5D scanning to give realistic view of
5D | baby inside the womb (show baby with \/ \/ \/
reddish/pinkish color).
Price ratio:
@I International )
\ I_Et_:v‘l::;nce Corporation
'BANE CROUT
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Handout

Physiological Monitors

Typical location of use

Clinic | Primary Care Hospital Tertiary Care Hospital (>100 beds)
(~50 beds)
ME Category Application - |Emerge|Outpati Ward [Emerge|Dialysis| ICU | NICU | OT | PACU |Labour|Endosc| Ward | Sleep |Outpati
ncy ent ncy & opy Lab ent
> Dept | Clinic Dept Deliver Clinic
y

Vital Sign monitor |- Measures basic physiologic
parameters and track the

status of low-acuity

Price ratio: patients. \/ \/ \/ \/ . . L , \/ \/
Typical parameters include

NIBP, SpO2, HR and
Temperature.

Transport monitor|- Measure and display

waveforms and numerical

Price ratio: data for various parameters
during patient transport.

- Typical parameters include \/ \/ \/ \/ \/ u
ECG, NIBP, SpO2, HR, RR,
Temperature, IBP and
ETCO2.

“Note: Etectrocardiography (ECG), Non-invasive btood pressure (NiBP), Putse oximetry ——

(Sp02), Heart rate (HR), Respiration Rate (RR), End-Tidal Carbon Dioxide (ETCO2), @ IFC e
Invasive Blood Pressure (IBP) Creating Markets, Creating Opportunities
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Case Study: Happy Clinic

Dr. Amanda, the owner of Happy
Clinic, would like to start offering a
comprehensive health screening
service at her clinic.

She needs a digital X-ray system for
the chest scans.

International
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Key Information Required for Planning

Stakeholdersinvolved:

Date:

Dr Amanda (clinic owner)

1st June 2021

Questions

Response

DTD replace ME which is beyond economical repair

DTD replace ME discontinued by manufacturer

a. [What would be the main reason for ME purchase? Tu:u deliver new clinical service/application
DTD support ncreasng patient volume
DDthers, please specify :
'What is the intended clinical servicefapplication?
b. |*Indicare ALL clinical services/appiications intended ro be |To perform ches X-ray for health screening
delivered (consider current and future needs).
'Where is the location of use (Department, Room )? Clinic X-ray Room
c. -Is adequat e space currently availableto support the
delivery of clinical service and increase in patient Yies
volume?
‘What is the required ME type?
d. |*Perform research to identify suitable equipment type Digital ¥-ray
for the intended ciinical application.
'What are the key features required?
*Indicate key technical requirements to deliver intended
ciinical services/opplications (e.g., height-adjustable Digital Detector
table, screen size, invasive blood pressure monitoring, 24-
hours ECG monitoring, etc. ).
e
Aadur
- Patient type
1ent Ve , , Oredizrric
*Indicate the type of patients expected to receive the
services/applications. Clneonates
DBar'latr'u:
'What is the estimated patient volume?
f. |*Refer to relevant documents/busingss case 2 patients /day

study,/business plan

1]

'What is the quantity of ME required?
*Refer to number of ME required to be reploced OR
calculate based on anticipated number of patients versus

procedure time and device capacity

1 unit

Case Study: Happy
Clinic Step 1

v Compiled information as
required in the Key
Information Required for
Planning form

v Estimated the patient volume

v/ Calculated the gquantity of ME
required

International
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Case Study: Happy Clinic Step 2

v/ Conducted market research to identify categories of digital X-ray system available in the market.

v/ Compiled brands and model information on the respective categories.

Digital X-Ray strCategory

Features and Clinical ist2Application Guide

Examples of
Brand/model available

Combination of
table unit and
bucky stand

Allows full-body head-to-toe scanning to identify
fractures/break, tumors in bones; identify arthritis;
diagnose pneumonia, identify kidney stones, etc.

Philips/

CombiDiagnose R90

GE/ OPTIMA XR646

Bucky stand
only

Only allows X-ray scanning to be performed in standing or
sitting position. Suitable for chest x-ray scanning

Fujifilm FDR Smart f
vertical wall stand

H » Philips/ DigitalDiagnost
- Portable x-ray units that can be moved to immobile * Philip/
’J"T'ﬂ patients for x-ray scanning. MobileDiagnost wDR
: N
Mobile X-ray ﬁ
\ .UJ

GE/ AMX 220

International
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Where are we in the journey?

1. Collect key information required for

2. Determine suitable medical equipment

3. Identify expertise available/required to

CIFC
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Medical Equipment Planning
Your new equipment arrived but no one knows how to

operate it. What challenges does this cause?

Incorrect operation of ME can cause:
* Incorrect diagnosis

Patient harm

Unused equipment

Broken equipment

Not meeting intended use




Needs Assessment Step 3

Availability of ME Operator with Sufficient Expertise/Skill
v Availability of adequate number of certified/trained staff based on
=  ME quantity

= Increase in patient volume and workload

v/ Plan to hire additional number of qualified staff, if needed

v/ Building in the requirement and cost for additional staff
training/education to manage new ME

v/ Consider internal training on local/international requirements
relevant to the ME
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Needs Assessment Step 3

Examples of specialists and knowledge required to operate ME

ME Type Specialists Required knowledge

MRI, CT X-Ray Radiologists, x-ray technologists, medical +  Trained on radiation safety issues
physicists +  Optimize radiation dose for a given clinical
task and patient group (adult vs pediatric)
v Perform quality control tests to ensure
equipment is functioning properly.

Ultrasound machines Ultrasound technician/sonographer, physicians, — +  Trained to operate ultrasound machines
surgeons, radiologists +  Interpret ultrasound images (does not apply
to technician/sonographer)
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Needs Assessment Step 3 1. Collect key information required for planning @

2. Determine suitable medical equipment

category @
Avallablllty of Expertise to Maintain ME 3. Identify expertise available/required to
operate and maintain medical equipment @

v/ Check with in-house Biomedical Engineering team
(BME) for availability of expertise. Obtain estimated @
annual maintenance cost for ME.

v Requirement and cost for additional
training/education for BME staff to maintain ME

v If in-house BME expertise is not available, consider
outsourcing maintenance work to ME suppliers.
Obtain estimated annual maintenance cost for ME.

. . . . . v/ Comprehensive service contract
v/ For outsourcing, identify the suitable service P

contract arrangement v/ Non-comprehensive service contract
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Needs Assessment Step 4
Why is a request for information (RFI) important?

— v/ To collect information from potential suppliers on specifications and price indications
v/ Ensures facilities obtain sufficient information for planning of space and Mechanical,
Electrical and Plumbing (MEP) requirements for ME

Tasks involved:

v/ Compile supplier contact information for brand and model of equipment type and category
v Prepare the letter of invitation
v/ Contact suppliers for participation in RFI activity

v/ Obtain quotations for ME price

v/ Obtain quotation for annual maintenance cost
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Needs Assessment Step 4

51

Obtain:

v/ Space requirement for the installation and operation of the device
V' Information and cost for technical training

v ME price

v/ Maintenance costs

v/ Renovation/installation costs

Suppliers should

visit the facility to

estimate costs for
renovation/
installation.
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Where are we in the journey?

3. Identify expertise available/required to operate and :
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Medical Equipment Plannin
What could happen if yc?u P:Io not perfc?rm a

feasibility study?

Included in a feasibility study:

« (Calculate total net revenue
» (Calculate cost of ownership (TCO) for ME
« (Calculate return of investment (ROI)




Needs Assessment Step 5

A. Calculating Net Revenue

Net Revenue
[
[

54

No. of patients
anticipated to
receive the
clinical
procedure
annually

!

Information obtained
from Step 1

Fee charged by
clinic/hospital for
each procedure

!

Can be estimated based
on current fee charged by
hospital/clinic, fee
charged by surrounding
hospitals/clinics for the
same procedure or
insurance reimbursement

Direct Cost/year ]

Includes:

*Cost of
clinicians/technicians’
time to perform the
clinical procedure

*Cost of consumables
required to perform the
procedure (e.g.,
syringes, gloves,
dressings, etc.)

!

Estimated based on input
from clinicians, finance
manager or human
resource manager
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Needs Assessment Step 5
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B. Calculating Total Cost of Ownership (TCO)

Purchasing
costs

Maintenance

Transportand |

I
I
|
I
|
|
|
\ | D05 | and evaluating
A
\

costs

\ 1 i p
, costs installation ! Cost of recording
‘ |
Operating Y N ! data
costs T T e
== ! LT T ——
o \ \  Costs of : |
\  Training |\ Removal : Adénglstr?tuon
Staff \  costs \ from service | and Supply
|
\

Costs to consider when planning to purchasing ME
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Needs Assessment Step 5

B. Calculating Total Cost of Ownership (TCO)

B)  Calculation of Total Cost of Ownership (TCO) for Medical Equipment

Year 1 I Year 2 I Year 3 I Year 4 | Year 5 Total over 5 years
Device Total Cost of Ownership:
1. Initial Purchase Cost
a. Medical equipment purchase price S
4 Infrastructure modifications S0
c. Clinical/ Biomedical staff training S0
d. S0
e S0
f K
2. Annual Operational Cost
a. Comprehensive service contract cost S S0 S0 S S0
b. .Estlmated scheduled maintenance cost (if no S S S S S0
SErVICE Contract)
c. Estimated repair cost {if no service controct) S S0 S0 S S0
d. Consumable cost 500 500 500 500 500
e. Annual re-training cost S S0 S0 S S0
f. Reprocessing cost S S0 S0 S S0
E. S0 S0 S S S0
h. S0 S0 S0 S 500
Total cost of ownership/ year %0.00 %0.00 %0.00 %0.00 %0.00 %0.00
Annualized total cost of ownership over 5 years 50.00 50.00 50.00 50.00 50.00

-~ Total Cost of
Ownership o Initial Purchase Cost Annual Operational Cost @ IFC
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Needs Assessment Step 5

C. Calculating Return of Investment (ROI) Estimated profit/loss

= Total Net Revenue
—» (All procedures) -

C) Calculation of Profit/Loss and Return on Investment {RO1) An nu al I Zed TCO
Year 1 Year 4 Year 5 Total over 5 years

Total Net Revenue (All procedures) HVALUEL = L H#VALUE! f H#VALUE! #VALUE!

Annualized total cost of ownership over 5 vears — 50.00 / 50.00 50.00 S0.00

|Estimated profit/ loss [ svawe #VALUE! l HVALUE! " HVALUE! f H#VALUE! #VALUE!

Cumulative profit/ loss }' HVALUE! i #VALUE! i VALU H#VALUE! i HVALUE!

|Estimated RO {%) over 5 years [ bV ALUE! " #VALUE! i £V ALUE! i #VALUE! I #VALUE!

Estimated ROI=
(Estimated
profit/loss +

Annualized TCO) x
100
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Needs Assessment Step 5

B. Calculating Return of Investment (ROI)

ROI greater than or equal to 0%:
v Positive

v Client can proceed with next step in procurement
process ME.

ROI less than 0%:

v'Negative

v Client should reconsider its decision to purchase the ME.
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Handout
Case Study: Happy Medical Centre’s New Clinic

Due to the increasing patient volume in Happy Medical Centre (50
beds), the CEO (Dr. James) has decided to start an additional

clinic.

The new OBGYN clinic will require an OBGYN ultrasound
system. The following slides demonstrates the steps taken by the

medical center in planning for an ultrasound machine.
'
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Case Study: Happy Medical Centre

Key Information Required for Planning

Stakeholdersinvolved (name, title ):

Dr. James(CEQ), lohn (procurement manager),

Emma (physician), Lucas (IT s£aff), Noah (B

Date: Sthlune 2021
Nao. Questions Response
DTD replace ME which is beyond economical repair
DTD replace ME discontinued by manufacturer
a. |What would be the main reason for ME purchase? DTD deliver new clinical service/application

To support increasing patient volume

DDt hers, please specify :

What is the intended clinical service fapplication?

b. |*Indicate ALL clinical services/applications intended to  |To perform fetalscanning and transvaginal scanning
he deu‘l’l.'e_red (consider current and future needs).
Where is the location of use (Department, Room)? OBGYN Clinic 2
c. -Is adequate space currently available to support the
delivery of clinical service and increase in patient Yes
wolume?
‘What is the required ME type?
d. |*Perform research to identify suitoble equipment type OBGYN Uttrasound
[for the intended clinical application.
(What are the key features required?
*Indicate key technical require ments to deliver intended
clinical services/applications (e.g., height-adjustable Able tocreate live video effect for fetal scanning
table, screen size, invasive blood pressure monitoring,
24-hours ECG monitoring, ete.).
e
[Fadur
- Patient type DPEdiatr'l:
*Indicate the type of patients expected to receive the
services/applications. DN eonates
[Oeariarric
Fetal scanning Transwvaginal scanning:
. . . Year Year 2022: 110 patients
What is the estimated patient volume? Vear Year ¥
f. |*Refer to relevant documents,/business case Year o Year
study/business plan -
Wt o Year 2 Year
Year Year

60

What is the quantity of ME required?
*Refer to number of ME required to be replaced OR
colculate based on anticipated number of patients

versus procedure time and device capacity

1 unit

Step 1: Key Information Required for
Planning

v/ A consistent increase in the number of patient seeking

OBGYN services
The patient volume estimated to grow by
v/ 100 patients for fetal scanning
v/ 110 patients for transvaginal scanning

Estimated procedure time for both procedures: 10
minutes

Clinic operation time: 8 hours
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Case Study: Happy Medical Centre

Step 2: Determine suitable medical equipment category

Ultrasound Category

Features and Clinical Application Guide

Examples of
Brand/model available

Obstetrics and

Has specialized Obstetric Analysis software and

Philips / Sparq

Gynecology interpretation tools specialized for gynecology
(OB/GYN) Able to obtain detailed organ images in the female pelvic f GE/LOGIQ F8
Ultrasound (with region and perform transvaginal ultrasound that allows
2D and 3D internal examination of the organ
scanning mode)
Obstetrics and Capable to perform all clinical application of a 2D/3D * Philips/ EPIQ 7

Gynecology
(OB/GYN)
Ultrasound (with
2D, 3D and 4D
scanning mode)

OBGYN Ultrasound.

Able to perform 4D scanning to create a live video effect.
This scanning mode is usually used for Obstetric application
to capture baby movement (e.g., baby smiles) inside the
womb.

GE/ Voluson S10

Obstetrics and

Capable to perform all clinical application of a 2D/3D/4D

Gynecology OBGYN Ultrasound.

(OB/GYN) Able to perform 5D scanning to give realistic view of baby
Ultrasound (with inside the womb. This scanning mode will show baby with
2D, 3D, 4D and reddish/pinkish color.

5D scanning
mode)

Samsung / WS80A Elite
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Case Study: Happy Medical Centre

Step 3: Identify Expertise Available/Required to Operate and Maintain
Medical Equipment

v/ Additional doctor to serve the patients and operate the
OBGYN ultrasound system

a v/ Qualifications to operate the ME
v/ Certified OBGYN specialist

v/ Trained to operate ultrasound machine and interpret
ultrasound images

v/ Has qualified in-house biomedical engineer to maintain the ME
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Case Study: Happy Medical Centre

Step 4: Perform Request for Information (RFI)
v/ Additional doctor to serve the patients and operate the OBGYN
ultrasound system
v/ Qualifications to operate the ME
v/ Certified OBGYN specialist

v/ Trained to operate ultrasound machine and interpret
ultrasound images

v/ Has qualified in-house biomedical engineer to maintain the ME
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Case Study: Happy Medical Centre

BRAND C QUOTATION Brand D QUOTATION
DATE QTN No. Brand C 1o
. Happy OBGYM Centre
June 29, 2021 1991 Salesperson: Mr. WAA p—
Mobile: 0121234567 ALtn. Mr. James
Email: waa@brandc.org Phone: 0111123334
Customer Email: James@happy.org
Happy OEGYN Center QUOTATION NO.: U/56012
ATTM: Mr. LLI DATE: JUNE 12, 2021
Mobile: 0111122334
Email: LLI@obgynclinic or Model No. Description Quantity Unit Price Amount [5)
[51
Brand C MOdel c IModel d OBGYN Ultrasound System 1 38,000 38,000
: Us10-3/40 3D and 40 module 1 4,000 4 000
PART NO.  DESCRIPTION OF GOODS qQrY UNIT PRICE TOTAL PRICE US-112 Curve/Convex Transducer 1 3,200 3,200
Us-113 Endc-l.'agi_nal Transducer 1 3,100 3,100
777 OBGYN ultrasound including 2D,3D 1 45,000 45,000 US-114 Velume Transducer 1 3,500 3,500
and 4D modes | MfA | User Training | 1 | 150 | 150
778 Software package 1 1.000 1.000 LT Service Manual 1 o ]
779 Convex transducer 1 3.000 3.000 Qp-1223 Ultra=ocund Gl (111 12 I B0
Op-234 Thermal Paper (rolll (1] 10 | &0
780 Endovaginal transducer 1 4.000 4,000 Total 552,070
781 Volume transducer 1 3.200 3,200 Terms & Conditions:
782 Ultrasound gel - 1 Liter 12 10 120 Payment Term - B0 days after invoice
783 I Thermal Paper - 1 roll 6 5 I 30 Standard Warranty 12 months from the date of acceptance test
NA Zarvice Manual ] 0 i} Delivery Time - Z months from date of confirmed order
NA | User Training 1 200 | 200
Total $ 56,550
Payment Terms: 60 days after invoice date Prepared by:
Standard Warranty: 12 months from the date of acceptance test Debbie
Delivery Time: 3- 4 months from date of confimed order Ir. Debhia
For and on behalf of Brand C Mabile: 01233788833
1444 Sales Manager
MR, WAL
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Case Study: Happy Medical Centre

Equipment Data Sheet from identified supplier indicating space and
MEP requirement for the medical equipment

Power
supply — | Model c Ultrasound System Model d Electrical power
. lectrical Param
requll I'ed E et Tae _|| - Nominal input voltage: 100-240 VAC, frequency 50/60 Hz
iS 1 00_ \‘k AC Voltage + Nominal 900VA including all optionsTypical power consumption with 500VA load approx. 1.75A at 230V/50Hz without peipherals
* AC voltage 100-240 V~
240V * 50 or 60 Hz : . :
Model d Dimensions and Weight:
« 600 VA
« Width:
Power must be available through a grounded outlet.
- 620mm (24.4 in)
Dimensions - Depth:
* Width: 59.2 cm (23.3 in) - 865mm (34.1in)
* Height (with fully extended monitor): 188.6 cm (74.25 in) + Height:
* Height (with monitor folded down): 125.7 cm (49.5 in) _ _
: : - Maximum: 1730 mm (68.1in)
* Depth (Maximum extension): 111.8 cm (44 in) _ Minimum: 1380mm (54.3in)
* Depth (Minimum extension): 79.4 cm (31.25 in) _
- Weight: 90 kg, 198 Ibs
» Weight: 102 kg (225 Ib)
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Case Study: Happy Medical Centre

Step 5: Perform Feasibility Study

2022 2023 2024 2025 2026 Total owver 5 years

Fetal =canning

a. Anticipated number of patients per 100 200 200 200 =00

procedure

b. Average direct cost per procedure 5100.00 5100.00 5100.00 510:0.00 5100.00

c. Fee charged per procedure 5125.00 5125.00 5125.00 5125.00 5125.00
Net Revenue per procedure $2,500.00 $5,000.00 $7,500.00 $10,000.00 $12,500.00|
- [fe)-{B)) x (a
Transvaginal scanning

a. Anticipated number of patients per

110 220 330 440 5501

procedure

b. Average direct cost per procedure 5125.00 5125.00 5125.00 5125.00 5125.00

c. Fee charged per procedure 5150.00 5150.00 5150.00 5150.00 5150.00
Net Revenue per procedure $2,750.00 $5,500.00 $8,250.00 $11,000.00 $13,750.00]
-l - (Bl x(a
Total Met Revenue (All procedures $5,250.00 $10,500.00 $15,750.00 $21,000.00 $26,250.00| $78,750.00|
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Case Study: Happy Medical Centre

2022 2023 2024 2025 2026 Total over 5 years
Device Total Cost of Ownership: _ _
1 Initial Furchase Cost Average Cost Calculation from Quotations:
a. Medical equipment purchase price 554,000.00 a. Medical equipment purchase price =
b. Infrastructure modifications 50.00 ($56,200+%$51,800)/2 =$54,000
c. Clinical/ Biomedical staff training 5175.00 b. Consumable cost = ($30+%$60)/2 =$45
c. User Training = ($200+$150)/2 = $175
2. Annual Operational Cost
a. Comprehensive senvice contract cost 50.00 50.00 50.00 50.00 SD.Dllll
b. Estimated scheduled int t
- ESHMAEtED StnElied maintenance cos 50.00 $5,000.00 $5,000.00 $5,000.00 $5,000.00|
{if no service comntract)
£. Estimated repair cost (if no service
50.00 51,000.00 51,000.00 $1,000.00 51,000.00]
contract)
d. Consumables Cost &45.00 %45.00 545.00 &45.00 %45.00
e. Annual re-training cost 50.00 50.00 50.00 50.00 50.00
f. Reprocessing cost $500.00 $500.00 $500.00 $500.00 $500.00
Total cost of ownership/ year %54, 720.00 %6,545.00 %6,545.00 %6,545.00 %6,545.00 580,900.00
Annualized total cost of ownership over 5 years 516, 180.00 516,180.00 516, 120.00 516,180.00 516, 180.00
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MEDICAL EQUIPMENT PURCHASING JOURNEY:
APPLYING FOR FINANCING

What are your facility’s risks in getting a loan to
purchase medical equipment?
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Risks to financing

Overestimation of
your clinical patient number and
application affordability

Medical Hospital
equipment unable to Hospital
unused or generate

: : underutilize adequate
Underestimation of d ROI

total cost of
ownership

Lack of expertise to
use it

ME with Insufficient MEP
hazards/alerts/recall services, space,
S room requirements




Clinical Application

If the ME does not
meet the intended
clinical application,
what might be the
risk(s)?




Example 1, Step 1

Application Submission Form 1 (Completed by applicant)
To be completed by Applicant

Application Submission Form 1: Medical Equipment Information

Medical Equipment Type: Digitgl X-Eay

Medical Equipment Category: Bucky Stand Only
Brand/Model: Philips DigitalDiagnost
Quantity: 1

-

Location of use (Department: Room): Imaging department: X-Ray Room 1

Medical Equipment Purchase Price

per unit: 550,000
Total Medical Equipment Purchase
Price: 550,000

Warranty duration (at least one year): 1 year

Clinical application: Perform full body X-ray scanning




Example 1, Step 2 o
Application Submission Form 1 (Completed by applicant) M

To be completed by Applicant

Application Submission Form 1: Medical Equipment Information

Medical Equipment Type: Digitgl x-2oy

Medical Equipment Category:
Brand/Model:
Quantity: 1

Ph |i|'|il|’.',|5 Dlig italDia

Medical Equipment Purchase Price

per unit: 450,000 Medical Equipment Category Reference
Total Medical Equipment Purchase ]
Price: $50,000 mdical Equipment Type Medical Equipment Category Clinical Application
Digital Combination of table unit and - Perform X-ray scanning to identify fractures/break, location of

Warranty duration (at least one year): I yeor

bucky stand infection and tumors in bones; identify arthritis; diagnose
Clinical application: | Perform sull body x-ray scan pneumonia, tuberculosis, or lung cancer; identify problems in
the digestive tract such as kidney stones.

- A complete set of X-ray table and bucky stand allows
examination to be performed for all types of patients.

- X-ray table unit allows scanning on patient from head to toe

ME Category Reference Sheet

in lying (supine or prone) position which is preferred for
patient with limited mobility (e.g. elderly, disabled); whereas
Bucky stand allows scanning on patient in standing or sitting
position.

Bucky stand only - Only allows X-ray scanning to be performed on standing or
- Typically used for chest X-ray scanning at Health
screening/ Wellness Department in the hospital.

Mobile X-ray - Allows X-ray scanning to be performed on patients in
Intensive Care Units (ICU), Operating Theaters or Emergency

Rooms, where transfering patients to the Radiology
Department may be an obstacle.




Example 1, Step 3

Loan Application Assessment Checklist
(Completed by assessor)

Action by assessor:
- REJECT the loan application

Ma. Assessment Criteria Assessor's Guide Y/M “Mfl1 Comments
ld |= the indicated ME category suitable to deliver the |- Utilizing the ME Category Reference Sheet,
intended clinical application? assessor should check if the indicated ME
category is suitable to deliver the intended

clinical application. The ME Category Reference
Sheet can be used for the purchase of MRI, CT, X
ray and Ultrasounds.

- If th not suitable to deliver ME category proposed [Bucky
their application, assessor stand only) cannot carry out
shou 1 application. full body ¥-ray scanning

Note: For other medical equipment, assessor may
verify with supplier/distributor/manufocturer if the
indicated ME category is suitable to deliver the
planned clinical application.




Example 2, Step 1
Application Submission Form 1 (Completed by applicant)

Application Submission Form 1: Medical Equipment Information

Medical Equipment Type: Digital X-ray
Medical Equipment Category: Bucky Stand Only I
Brand/Model:

Quantity: 1

Location of use (Department: Room): Health Screening department: X-Ray Room 1

Medical Equipment Purchase Price

per unit: 550,000
Total Medical Equipment Purchase

Price: 550,000
Warranty duration:

(at least one year required) 1 year

Clinical Application: Perform chest X-ray scannings




Example 2, Step 2-3
Application Submission Form 1 (Completed by applicant) .

Application Submission Form 1: Medical Equipment Information

edion Eestoment oo o Loan Application Assessment Checklist
Medical Equipment Category: Bucky Stand Only I (Completed by assessor)

Brand/Maodel:
No. Assessment Criteria Assessor's Guide Y/N /| Comments
Quantity: 1 1.d Is the indicated ME category suitable to deliver the - Utilizing the ME Category Reference Sheet,
intended clinical application? assessor should check if the indicated ME categlpry

Location of use (Department: Room): Health Screening department: X-Ray Room 1
- is suitable to deliver the intended clinical

Medical Equipment Purchase Price

application. The ME Category Reference Sheet cfn
per unit: 550,000 be used for the purchase of MRI, CT, X-ray and
Total Medical Equipment Purchase Ultrasounds.
Price: - 550,000 - If the ME category is not suitable to deliver the] y
Warranty duration: intended clinical application, assessor should refect|
(ot least one year required) 1 year the loan application.

Clinical Application: perform chest X-ray scannings Note: For other medical equipment, assessor moy

verify with supplier/distributor/manufacturer if t}
indicated ME category is suitable to deliver the
planned clinical application.

Y

ME Cate%orz Reference Sheet

Medical Equipment Category Reference
Medical Equipment Type Medical Equipment Category Clinical Application
Digital X-ray Combination of table unit and Portorm X ray scanning to identity tracturcs/break, location of
bucky stand mfcction and tumars in bones; identify arthritis; dingnosc

anaumonia, Tubaerculosis, ar lung cancer; idantify prablams in
the digastive Tracr such as kicney sromes.

=M campleta ser of Xeray table and biecky stand allows
ewarmiriaLion Lo be performed Tor all types of patiens.

= Beray Labale el allowss scanming o palienl Irorm beead b Lo
in lying {supine or prone) position which is preferred for
oaticnt with limited mobility [c.g. elderly, disabled); wheorcas
Aucky stand allows scanning on paticnt in standing or sitting
acsition.

IEI-u chey slarsed wraly I Draly allovews Xoray scarming Lo e perloormed o sbanding or

A= m

Typically uscd far chest X ray scanning at Health
Weallness Department in the hospital.

Miobhila X-ray
ntensive Care Linirs (100, Operating | hearars o Emergenay
Roonms, whsre 0 anale ingt palisnls 1o thie R.jlﬁl_;lll_}“llr

D paar Lrrveni L reovay bes an obslacles,




Overestimate of Patient Number

B If the facility

¥l overestimates the
number of patients,
what might be the
risk(s)?




Example 1, Step 1: Applicant Overestimated Patient Number

To justify purchasing an additional unit of Bucky
Stand, the applicant provided a supporting
document illustrating the retrospective patient
trend from year 2020 to 2021 and the forecasted
patient number from year 2022 to 2026.

Supporting Document from Applicant

Happy Medical Center Patient Volume Projection for Year 2022-2026

Number of Patient for Chest X-ray scanning in Health Screening

Departrment

i3 H
P
OEY
1 I | ‘

Retrospective
Pamart MNumier

Forecasted
Pamiert Mumoesr

The graph illustrates the mcrease of patient mumber for chest x-ray scanning m
Health Screeming Department between vears 2020 to 2026. In year 2020, 3915
patients underwent chest scanning in the department. In 2021, the department

recerved 3,873 for chest screening.

Based on the retrozpective patient number, it 13 forecasted that there will be a 50%
merease  patient number from the year 2022 onwards as there 1s a 30%: increase
m patient from year 2020 to 2021.

The exiztmg unit will not be sufficient to serve the increasing patient number
foreseen m 2022 onwards. Therefore, 1t 15 proposed for the hospital to purchase an
addrtional wut of Bucky Stand to meet the immediate demand expected m 2022

and 2023.

affordat



Example 1, Step 2

Supporting Document from Applicant

Happ Medical Center Fatient Volwss Projection Tor Year T0Z2-2026

Hurer of Pa

The graph flustrates {he increws of patent umber for chedt xoay &

Heelth Sereening Deportment betwean yeare 030 1o 2025, In yesr 200, 3-‘i|'|
patients mdernent chest scxaning in the departmest In 2001, the department
Teceived 5,873 Sor chest scoeening. F
Eased oo fhe reoepective patien mumber, i o= forecashed et thers wall e

irezesne in patient member oo e veer 202 arwards s Seve s 8 5% increane
in pati=nt Grom vear 2020 8o 021,

The mnsting wait will noc be suffiriens to serve the B erese g patism s ber
foreseen i 1057 omwards. Taepsfome. it i propoasd for de hospatal to porchase o
acdilionsl il of Bucky Stamd bo mesd the mmedete demsnd expecied m 2022
and 153

e
Farad bsdar

W

Loan Application Assessment Overestimation of

patient number and

Checklist (Completed by assessor) affordability

Na. Assessment Criteria Assessor's Guide YN Comments

2 Application Submission Form 2: Purchase - Check the completeness of the Application
lustification Submission Form 2: Purchase Justification.

- Check if relevant supporting documents are
provided to justify the purchase of ME:

i. Maintenance report from
manufacturer/supplier/distibutor indicating

the equipment is beyond economical repair
(BER); OR Y
ii. Maintenance report from manufacturer
indicating the estimated life span of the
equipment; OR

iii. Letter from manufacturer stating the
existing model is discontinued; OR

Request applicant to provide
further clarification on the
forecasted patient number
for years 2022 to 2026

Action by Assessor:

Request applicant to provide additional
supporting documents to justify that the patient
number will increase by 50% every year from
2022 onwards.




Exam Ie 2, Step 1 Happy Medical Center Patient Volume Projection for Year 2022-2026

! 1 i 11 patient number a
To .]ustlfy purchasing an addlt.lonal affordability
un]t .()f BUCky Stand.’ the appllcant Number of Patients for X-ray Scanning in Health Screening
provided a supporting document Department

to illustrate the retrospective

patient trend from year 2019 to o oot e
2021 and the forecasted patient - . - e
number from year 2022 to 2026. i | I I I
N
Supporting Document from o
Applicant Showing the Rise in
Patient Number The graph illustrates the increase of patient number for chest x-ray scanning in Health Screening

Department between years 2019 to 2026. In 2019, 2610 patients underwent chest scanning in the
department, this number reflects 10 patients/day l{"ﬁllf.'l patients 281 working days m a'-.-ear} In
2020, the department received 3,913 patients (or 13 patients/day’) for chest screeming, followed
by 5220 patients in 2021 {or 20 paﬁents.-’daj-']- This trend shows that there has beena steady
merease of about 3 patients'day or 1,305 patients a vear (> pahents'day x 261 working days).

Based on this trend, we have forecasted that the pahent number will continued to grow by at least

1,303 patients/year (or 3 patients/day). The projection shows that the department will receive 23
tients/day in 2022, 30 7in 2023 33 ts/day m 2024 40 patients/'day i 2023

and 43 patents/day m 2U26.

The department’s record as of December 2021 indicates that the % ng one unit of Bucky
Stand can be used to scan a maximum of 24 patients’day. This unit will not be ent to serve
additional patient number the department 15 forecasted to recerve from 2022 onwards.

Therefore, 1t 15 proposed for the hospital to purchase an addiional wnit of Bucky Stand to mest
the immediate demand expected n 2022 and 2023,




Example 2, Step 2 Loan Application Overestimation of

patient number and

Assessment Checklist affordability
(Completed by assessor)

Supporting Document from
Applicant Showing the Rise in

Pati e n t N u m b e r No. Assessment Criteria Assessor's Guide Y/N *N/I Comments
2 Application Submission Form 2: Purchase Justification |- Check the completeness of the Application

Submission Form 2: Purchase Justification.

Happy S¥dical Center Patheac Valene Frojestin for Year 2022-2004 - Check if relevant supporting documents are

provided to justify the purchase of ME:

Musker of Patlents for H-ray Seanning in Heakh Sersening
Deparment

i. Maintenance report from
manufacturer/supplier/distibutor indicating the
equipment is beyond economical repair (BER); OR
ii. Maintenance report from manufacturer
indicating the estimated life span of the
equipment; OR

jii. Letter from manufacturer stating the existing
model is discontinued; OR

i
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Thee graph ilkusmeivs the morease of pabie moesber for chest x-ray scanmng m [-[nH:.Su'numg
Depwinant betwrer vears 2009 40 2034 In 2015, 2610 patissts oderment chest sooming m e

mmmm:umwammmmumu,mm
wiearcad 3 917 petiets (or 15 pationda'day ) For shaat seyeening, Ssloviial

hF.aBmeIimm 1 Cor 10 pbiemts ey} mmmmmum:m
Tacyease of dboue  petiets ey or 1,507 patierrs a veer (3 petisrts'day x 261 working deye).
Tased o s e, “-Inrhuadn!'hln'p:.umhﬂmmpmhytlm
|mm[wsmwmmnmhu T

'Thdqmm.ut:mmuafﬂmb&ﬁ].‘l kel tha the oo ot of Bacy

Lo tﬂm‘lmmﬂm.
Thllﬁu iu[ll:pud.h Eh:!p'ﬂbpuli-mnﬂhlmdmi o Buckey Stural ol
e umimesciste demand papectsd i 2002 and 2013

Action by Assessor:
Move on to the next assessment section.




Lack of Expertise

If the facility lacks

a2y the expertise to use
1% i“*v the ME, what might
1 be the rlsk(s)7

N



Resource: Specialists and Required Knowledge

ME Type Specialists Required knowledge

MRI, CT, X-Ray Radiologists, x-ray e Trained on radiation safety issues
technologists, medical e Optimize radiation dose for a given clinical task and
physicists patient group (adult vs pediatric)

o Perform quality control tests to ensure equipment is
functioning properly.

Ultrasound Ultrasound e Trained to operate ultrasound machines
machines technician/sonographer, e Interpret ultrasound images (does not apply to
physicians, surgeons, technician/sonographer)

radiologists

82



Example 1, Step 1

Supporting
Documents from
Applicant

Happy Medical Center
Employment Verification Letter

To whom it may concem,

This letter serves to confirm that the following mdividuals are permanent emplovess at Happy

Medical Centre. Details on the specialisty’ name, qualifications as well as employment starting

B Sc (Honz) im Medical Fadiotherapy

Please dio not hesitate to contact ma should you require further information.

Yours sincerely,

A

Head of Human Resource Department
Tel: 0123456789

Email: a@happymescenter.org

y Lack of expertise

@ MEDIC

Expett ¢

Certificate of uanwlvlmn

ke oty evee Sl ] pariepensd e

B.5c (Hons. b in Medics! Radiotherapy

/ £ sregrant qieed b Dv Eradern Srintaein siravat RN
|

\
4 (ﬁ-\ CR
Lot
2] Dr Fradoep Srinlvasan
\‘v;‘-- A lwdastabimmuibiOrdd e,
i Totnbuotd

Coskioux 1D 4 12345672

C“Efﬁ*lFICATE

1—7:3:-/»-:—-;%,?; = o
OF COMPLETION

1S AWARDED TO

Amandd B

(%) ccop

foe corvpinton of

Diplome in X-ray Radfography and Ultro-sonogrophy
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1M

el Suww

Camphetion Dute




Example 1, Step 2

Lack of expertise

Supporting Documents from Applicant Qualifications and availability provided
Happy — i
Medical .. " - E:

Loan Application Assessment Checklist
(Completed by assessor)

3 Is a specialist available to operate the medical equipment? |- Check if applicant provided documentation of [e—

education, qualification, and experience of the
identified specialists.

- If the required clinical specialists are not available, Y

check if applicant provided Specialist recruitment plan
and/or Training schedule.

ME Type Specialists Required knowledge

MRI, CT, X-Ray Radiologists, x-ray » Trained on radiation safety issues
technologists, medical = QOptimize radiation dose for a given clinical task and
physicists patient group (adult vs pediatric)

« Perform quality control tests to ensure equipment is
functioning properly.

Action by Assessor:
Move on to the next assessment section.




Example 2, Step 1

Supporting Document from
Applicant

Lack of expertise

Employment Verification Letter

To whom it may concern,

This letter serves to confirm that the following mdividuals zre permanent employvees at Happy

hMedical Centre. Details on the specialists” name, qualifications as well a3 employment starting
date zre mdicated below for vour reference.

Employment
No. Name Onalification Start Date
I |JohnA B.5c (Hons.) in Medical Radiotherapy 1% Jamuary 2018

2 |Dr. AmandaB | Diploma m X-rav Radiography and Ultra-sonosraphy | 3 Jme 2019

Please do not hesitate to contact me should you require further information.

Yours sincerely,

A

Head of Human Resource Department
Tel: 0123456720

Email: a@happymedcenter.org




Example 2, Step 2 Lack of expertise

Supporting Document from Applicant o
Happy Medical Loan Application Assessment

st SRR Checklist (Completed by
assessor)

Ta wheom it mary conosm,

“This borter seervea oo comfine thaf dhe falowing movidual ane permmene enployes of Hape
Sl Cmotre Dhoteals oo the speciabicts” rere, quabSertions o well a8 encploynen g
kit i il Bedan, Bo e il

3 Is a specialist available to operate the medical equipment? |- Check if applicant provided documentation of
m— education, qualification, and experience of the
N Yame J Gmlificatian Start Trse R . - ps
1 [T & T (e Bkl Hadomram, T Terwury 3318 identified specialists.

= 1= Tty ol s smemapt | T W] Did not provide evidence of
=] Dl o . P Tl e - If the required clinical specialists are not available, N

check if applicant provided Specialist recruitment plan
and/or Training schedule.

qualifications.

Heariar thy nct bantafle

FoUrs Sncerey,

“taad of Human Rescuroe Cepament

Tel C1THEATRA

ot Specialists’
Certificates -
not provided Applicant provided Action by assessor:
employment verification Request the applicant to provide
letter, but not evidence of |copies of specialists’ certificates
qualifications.




Underestimation of Operation Costs

If the facility underestimates the operational costs of the new ME, what might be the risk(s)?

B) Calculation of Total Cost of Ownership (TCO) for Medical Equipment

Underestimation of

operation costs

Yearl Year 2 Year 3 Yeard Year5
Device Total Cost of Ownership:
1. Initial Purchase Cost
a. Medical equipment purchase price $50,000.00
b. Infrastructure modifications $15,000.00
c.  Clinical/ Biomedical staff training $500.00
d. X-ray shield (X-ray apron, vest, apron rack) $2,300.00
2. Annual Operational Cost
a. Comprehensive service contract cost $0.00 $0.00 $0.00 $0.00 $0.00
b. ‘Estlmated scheduled maintenance cost (if no $0.00 $0.00 $0.00 $0.00 $0.00
service contract)
c. Estimated repair cost (if no service contract) $0.00 $0.00 50.00 $0.00 $0.00
d. Consumables Cost $0.00 $0.00 $0.00 $0.00 $0.00
e. Annual re-training cost $0.00 $0.00 $0.00 $0.00 $0.00
f.  Reprocessing cost $0.00 $0.00 $0.00 $0.00 $0.00
Total cost of ownership/ year $65,500.00 $0.00 $0.00 $0.00 $0.00
Annualized total cost of ownership over 5 years $13,100.00 $13,100.00 $13,100.00 $13,100.00 $13,100.00




Example 1, Step 1 Annual Operational Cost Underestimation of

total cost of

ownership

Application Submission Form 3 (Completed by applicant)

B) Calculation of Total Cost of Ownership (TCO) for Medical Equipment

Year 1 Year 2 Year3 Year 4 Year 5
Device Total Cost of Ownership:
1. Initial Purchase Cost
a. Medical equipment purchase price $50,000.00
b. Infrastructure modifications $15,000.00
c. Clinical/ Biomedical staff training $500.00
d. X-ray shield (X-ray apron, vest, apron rack) $2,300.00

. Annual Operational Cost
a. Comprehensive service contract cost $0.00 $0.00 $0.00 $0.00 $0.0
b. Estimated scheduled maintenance cost (if no

. $0.00 $0.00 $0.00 $0.00 50.0
service contract)
c. Estimated repair cost (if no service contract) $0.00 $0.00 $0.00 $0.00 $0.0
d. Consumables Cost $0.00 $0.00 $0.00 $0.00 S0.0
e. Annual re-training cost $0.00 $0.00 $0.00 $0.00 $0.0
f.  Reprocessing cost $0.00 $0.00 $0.00 $0.00 $0.0
Total cost of ownership/ year [ $65,500.00 $0.00 $0.00 $0.00 $0.00

Annualized total cost of ownership over 5 years $13,100.00 $13,100.00 $13,100.00 $13,100.00 $13,100.00




Example 1, Step 2 Underestimation of

total cost of

Application Submission Form 3 (Completed by ownership
applicant)
Bl Calculation of Total Cout of Ownuership [TCO| Tor FMsdicsl Equipmant
Vaar 1 [ tmarz | Fuar 3 Vaar | Vear s ° . °
oews T st ounson Loan Application Assessment Checklist (Completed
L] diTml = =&’ purt has C e R HE
: R by assessor)
No. Assessment Criteria Assessor's buide L I — e —
- o o - o Estimated Total Cost of Oynership [TCOI forthe medical |- Check f applicant indicated all costs incuned under initial honieant ddratica
p,:x - - ,,:I = equipment - Oidthe TCO consider the initial purchase costandits - | purchase cost and annual operational cast. Pplan Gne ,In ate
o o . 50 0.0 000 <ol [4f , N any annuial operational cast
e Amual re raining et 000 s00 t.00 .00 e annualnperatlanal cost? :
I Rioroccssig cost B 5000 40,07 .00 0.0 n FDFITI3
Total cost of ownership! year M fassonoo 20,00 50,00 50,00 0,00
Annualond totel cost of ownersip oeer 5 vean FEEEEE | 13 100,00 | 1310000 | staimnos | 513,100, 000

Action by assessor:

Request applicant to resubmit Form
3 with the required annual
operational cost

Annual operational cost were not
indicated in Form 3.




Example 2, Step 1 Underestimation of

total cost of

ownership

Application Submission Form 3: Feasibility Study (Completed by applicant)

B}  Calculation of Total Cost of Ownership (TCO) for Medical Equipment S u pp lier’s Quotation

Year 1 I Year 2 Year 3 I Year 4 Year 5
Device Total Cost of Ownership: AHCLE Sencing Cu.
o C Telb 11122334811323
1. Initial Purchase Cost A B D PO ——
a. Medical equipment purchase price Emall ABCDobod.crg
b. Infrastructure modifications
c. Clinical/ Biomedical staff training o m.c'm.r:.'u'l'm"wﬂ i
- Happy Medical Cemle
d. ¥X-Ray Shield (¥-ray apron, vest, apron rack) R
fhoze 1211123534
2. Annual Operational Cost [mal PR heppy o
a. Comprehensive service contract cost 50.00 515,000.00 515,000.00 515, 000.00 —
231 G 5 e,
= 50.00 50.00 50.00 50.00 50.00 e
service contract) Type of Maintznance Sarvice After Waranty Feriod %]
B . i . P e P e e 19 Wiar | 2% Wear | 00 Year | AT Hagn | 00 Yioar
€. Estimated repair cost {if no service contract) »>0.00 »0.00 »0.00 IRLY ALY NOM COMPREHENSIVE EDCD | EOOO | 2000 | L0000 | L3000
d. Consumable cost 50.00 50.00 50.00 50.00 50.00 —whics
. PR PR PR PR PR *'E’E.IIU-?M!‘I':FB'LE
e. Annual re-training cost 50.00 50.00 $0.00 50.00 50.00 P s per gear) + Lnlmied Bresedamn ralls
f  Reprocessing cost g &N N0 N N0 &N N0 &0 N0 LT ITH T SN BANTS == === —
. 50.00 %0.00 50.00 %0.00 50.00
15,000
o . o . o MIFRERENSA AL DDA L5 A0 L5 01
. =000 .00 S0 00 .00 R =yhics mlades;
Foarer none nonn nonn noAn Presenbive Muanienance
h. 50.00 50.00 $0.00 50.00 50.00 _— -
| Emes par pear) + Unlmited Braskdnmn callz
i r r r r R LT AL TH SSARF BATTS
VBT S0 C LML IS
H i ML Y e ate) e aTa) e a's] e Watsl e
Total cost of ownership/ year $67,800.00 $0.00 $0.00 $0.00 $0.00 S S —
18 redLciEn o bratian perfonT esoe wprhem ot pok, ad LetTee i, snerlsl wear K tear replacaent vl be
L 10 pre-infomesd Ceie s
= fonmm ape a0 ronindude 1re demege o loss caussd by micha nelag, fires, Moo, Jghining 27 cass by 1 une o
Twwi B apscriad roned lom b2 bhn szugerer |, weh g nadaqusts paae wiplhp a1 L sraronrrerlal o2 Tz
® "ha price m ork; vaid wtar the ety el pricw L purc e 1 minth Beone S RNt apres

* Frsporss tre For Breabdawr ool within:

- 1 bours Bf BRCre
-4 hiowrs 1 de sy ihin 150w radlas of g &
12 hours o utw oahu radin o Oty & Dtbos Houn: 3 D0e . - 3 D0pon [ Maen|
Frogared &y
org
W KL

ol 0L23I3H L




Example 2, Step 2 Underestimation of

total cost of

ownership

For this submission, relevant annual
operational costs have been indicated in Form
3 and supported with quotation from
supplier/distributor.

Loan Application Assessment Checklist (Completed by assessor)

MNo. Assessment Criteria Assessor's Guide I Y/M I"f'-.l,fl Comments
Are supporting documents from supplier/distributor|- Review supplier/distributor's quotation for cgst
provided to justify costs indicated under annual of consumables, scheduled maintenance,
operational cost? annual re-training, estimated repair costs,

4100 service contract, costs of software updates to Y
Ensure accuracy.

[Refer to submission of quotation from
applicant for Form 3)




ME with Hazards, Alerts, or Recalls hazarduaioneirecalls

rF /. f there are hazards,
M lerts , Or recalls on

v
" ‘be the rISk(S)?

92



Example 1, Step 1 ME with

hazards/alerts/recalls

Application Submission Form 4: Reported Hazards/Alerts/Recalls (Completed
by Ap p li Cant) Application Submission Form 4: Reported Hazards/Alerts/Recalls

* Applicant to check if there are reports of hazard/alerts/recalls on the medical equipment model intended for purchase in the last 3 years. Copies of hazard/alerts/recalls reports must be attached to this form for bank review.

Medical Equipment Type| Brand Model Are reported Websites/Sources checked Date of Reported hazard/alert/recall Corrective actions taken by manufacturer |Hazard/alert/reca
intended for purchase hazards/alerts/recalls by applicant for hazard/alert/recall Il report attached
found on the model in the hazards/alerts/recalls report to this form?
last 3 years? reports (Yes/No/Not
(Yes/No) (e.g. USFDA, MHRA, TGA, Applicable)

Bfarm, manufacturer
letter,etc.)
Digital X-Ray Philips DigitalDiagnost Yes ECRI Alerts 2nd October 2012 | Mobile Detector Holder Used with DigitalDiagnost Yes
Systems: Wireless Portable Detector May Fall

Hazards/Alerts Report from
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm

Accession Number: A13829 ECRI Priority: High Published:  10/02/2012
Channel: Devices FDA: Class |l Last Updated: 10/15/2012

Philips—Mobile Detector Holder Used with DigitalDiagnost Systems: Wireless Portable Detector May Fall

Product Identifier: =

Manufacturer(s):
Philips Healthcare North America, 3000 Minuteman Rd, Andover, MA 01810-1099, United States

Problem:
In an August 13, 2012, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM) and the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Philips states that the 4
countersunk screws that attach the wireless portable detector to the mobile detector holder in the above systems may become loose. If the screws become loose and the mechanism fails, the detector may fall off when the holder is
rotated 90" clockwise. FDA's Center for Devices and Radiological Health (CDRH) states that the manufacturer initiated a field correction by Urgent Medical Device Correction letter dated August 13, 2012.




Example 1, Step 2

Appli

cation Submissi

1 Form 4: Reported Hazards/Alerts/Recalls

* Applicant to check if there are reports of hazard/alerts/recalls on the medical equipment model intended for purchase in the last 3 years. Copies of hazard/alerts/recalls reports must be attached to this form for bank review.

ME with

hazards/alerts/recalls

Medical Equipment Type
intended for purchase

last 3 years? reports
(Yes/No) (e.g. USFDA, MHRA, TGA,
Bfarm, manufacturer
letter,etc.)
Digital X-Ray Phili Di IDi Ye ECRI Alerts 2nd October 2012 | Mobile Detector Holder Used with DigitalDiagno: .y

Brand Model Are rep d

found on the model in the

checked Date of Reported hazard/alert/recall Corrective actions taken by manufacturer
hazards/alerts/recalls by applicant for hazard/alert/recall
hazards/alerts/recalls report

The brand/model of the ME
to be purchased was found

Systems: Wireless Portable Detector May Fall

Loan Application Assessment Checklist (Completed
by assessor)

No. Assessment Criteria Assessor's Guide
Is the Application Submission Form 4: Reported - Check the completeness of Application
Hazards/Alerts/Recalls completed by the applicant? Submission Form 4: Reported
: Hazards/Alerts/Recalls.
Did the applicant check relevant sources/websites to |- Check if applicant indicated sources/websites
identify reported hazards/alerts/recalls on the ME used to identify reported hazards/alerts/recall on
>8 model? the model.
Does the model have any reported recalls? - If the model is indicated to have been recalled by,
the manufacturer, assessor should reject the loan
5.b application.
Does the model have any reported hazards/alerts? - If the model indicated for purchase is impacted,
check if a copy of hazards/alerts report is
> submitted.
Was a corrective action report or letter from -Check for corrective actions report for the ) .
manufacturer indicating that the ME to be purchased  |respective hazards/alerts to see if the reported Reques.t app'l(.:ant to provide &
will not be impacted provided? problem has been resolved; OR corrective action report/letter
from manufacturer indicating
>ci -Check for letter from manufacturer indicating model to be purchased in not
ME to be purchased is not impacted by the affected by the hazard/alert
hazards/alerts. during the resubmission of loan
application

\ to have a hazard/alert. No
corrective action was
indicated in Form 4 for the
identified hazard/alert.

Action by Assessor:

Request applicant to provide a corrective

action report/letter from manufacturer
indicating model to be purchased in not
affected by the hazard/alert during the
resubmission of loan application.




Example 2, Step 1

ME with

hazards/alerts/recalls

Complete Application Submission Form 4

Application Submission Form 4: Reported Hazards/Alerts/Recalls

° °
*Applicant tocheck ifthere ara reports of hazard/alerts/recalls on the medical equipment model intended for purchaze in the |ast 3 years. Copies of hazard)/zlerts/reczlls reports must be attached to this form for bank review. ‘ orrectlve Act'lon Report

Medical Equipment | Brand Model Are rep d Websites!S Date of Rep d hazardlalert! ] C ive actions taken by Hazardlalert!
Type intended for h. Istalertstrecall | checked by appli h Hlalert manufacturer recall report Lock mechanism nf Muh"e Delectnr Hﬂ]der
purchase s found on the model for ecall report attached to
inthe last 3 years? | hazardslalentshecall this form? T
el Ellepotis (s oMLt ! AFFECTED PRODUCTS | Mobile Detector Holder for Digital Diagnost (Single Detector, Dual Detector,
[e.g. USFDA, MHRA, TGA, Applicable) | | H I 3
Bfarm, manufacturer elease }
it iz Fhifps | Digtaliagnast Var ELEY et S Distaber S0, Mobile Dessctar Holder Lnec vih DigtalRagnast | Dsers, e —— System codes: 712020, 712022, 712025
Siertems: hibadons Fvait Dorecior Mapfal | ofthe holttar and'dé van be moved
";mﬂ@jewi':jmw-_”%@ PROBLEM The Wireless Portable Detector (WPDY) is fixed in the Mobile Detector Holder via
Seanaermadsbats s DESCRIPTION a lock mechanism. The 4 countersunk screws, that are used to attach the lock
Lootite 3 Thesadbochers mechanism, can become loosa, If this happens and the mechanism fails, the

detector may fall down when the holder is rotated 50° clockwise,

HAZARD INVOLVED The WPD is not fixed securely inside the Mobile Detector Holder and may fall

Hazards/Alerts Report e [t

PO [ it Laris HOW TO IDENTIFY This correction applies to all Mobile Detector Holders for Digital Diagnost
ey _— - et S AFFECTED PRODUCTS | Systems (Single Detector, Dual Detector, and Release 3) with system codes:
Shilipa—sishils Dntrcts Heldber 5vsdwith Digital Diag et Syataruc Wirsleas Portabis Dutactr Ny Fall 712020, 712022, and 712025, Customers will be notified by a Philips
representative in case their Mobile Detector Holder is affected.

Froduct Henidier 4

[F— ACTION TO BE TAKEN | The customer should control the lock mechanism of the Mobile Detector Holder.
Bhilips Heal tbrare Horth Smarics, 1591 Binlerar B, Sk, W& Q1A 10ES Hrked Shabes BY CUSTDM ERI us ER In case 1hﬂ Iock ﬂ'IB‘DhﬂﬂiSITI can b’ﬂ mwad W'Itl"lﬂl.ll pr&ssing th& aElualOr. U‘IB
"::'::,-.4 1, 220 Ui ek tedvlp Hatne bt poasal by il e lsdenad b e s and Hads ol teces [rasbiand the 1L E Bed s nescad Db hoas Sushizis Bparaiog sy S, slabps deles fal e hddar Shuuld Mt bE mtﬂlﬂd m':l':'ﬂ'iﬁe.
cramtaumi srews that atach the winsless pastabls Seteciar o the mzble detsctor iokder 1 the ahoes st may become looee IFHe soess beoame loase and Hes machanan bk, 12 deteckor oy ol off when the hoide B .
ot 307 chockse, FIUs Soreer e Tevdoss 2ned Soel ikl Hast B CSHI SEtes gt b rcn bcner ritistod 3 §H ames n Sy Urgzet Wt beal Devtoe Camection kstor dmad fusgust L, 2002 ACTIONS PLANNED BY | Philips Healthcare will:
PHILIPS |

| Secure the 4 countersunk screws, which are used to attach the lock mechanism,
with thread locker {e.g. LOCTITE 243).

FURTHER If you need any further information or support concerming this issue, please
INFORMATION AND contact your local Philips representative. 1-800-722-9377.
SUPPORT

Please refarence FCO 71200067 when contacting your local Philips
representative,




ME with

hazards/alerts/recalls

Loan Application Assessment Checklist (Completed by assessor)

Is the Application Submission Form 4: Reported

- Check the completeness of Application Submission

5 Hazards/Alerts/Recalls completed by the applicant? Form 4: Reported Hazards/Alerts/Recalls. Y
Does the model have any reported recalls? - If the model is indicated to have been recalled by the
manufacturer, assessor should reject the loan
5.3 application. N
Does the model have any reported hazards/alerts? - If the model indicated for purchase is impacted, check
5.b if a copy of hazards/alerts report is submitted. Y




Insufficient MEP Services, Space, or Room se,g;g@gggg;ﬁﬁ;m

requirements

If there are not
sufficient services,
space, or room,
what might be the

risk(s)?




Example 1, Step 1

Insufficient MEP
services, space, room

requirements

Information on MEP services, space,
floor/loading from Manufacturer Schematic drawing of the identified
location

L 5000 (19" 8.2 J
Room layouts Page of mevermant C5M max. 3400 (11 347
Feample rooem oot will . 7.40 4
fismd cetector in vertical stand %5 i ] u
: 2.60 1.20 2.80
Al dimensions in mm {feetfindhes)
'411 1 — ————
Chest Room g : E—
Requirements: ¥ Electrical Requirement
q o B i Sigle | 3Fhase | EP5 | UFS | Typical | Transient 2 PWD TOILET = DARK 8
- Power supply 5 I IJ Phase (19 sec) | (Hospital | Power | Pover ol ROOM i
- Lead Wall Battery] |Consumpti| [Peak]
Shielding _| 3 > 1 o
— - Yes Yes - 40k -
- Lead Door S
- Viewing Panel ' ] - i - i
.E‘. Elrea o : SUPPORY -
— L. & Recevina 1 X-RAYRoom Il U =
e 0 Legend: | /RELEASING '
ST 'gﬁlAEDL;mgg H;
Generator 65 kW 80 kw PARTITIONS 4 4 T [ - <
High-voltage generator The converter generator generates high veltage equivalent to DC voltage LEAD DOOR < I DRESSHG
y Bl &N I AREA C g
Mains voltage 400 V / 480 V (x10%); 50 Hz or 60 Hz, 3-phase | 8 1 IU ROOM -
Max. mains resistance at 400 V 0.2 Ohm 0.2 Ohm @ VIEWING PANEL ™ o 1 ]
Max. mains current at 400V 134 A 160 A l
Mominal power (IEC) 65 kW B0 kW 1.60 120 | 140 3.00
Max. tube voltage 150 kY 150 kY
Max. tube current (at B0 kW) 812 mA 1000 mA
Tube support SRO see tube section SRO see tube section
mAs product 0.5 mAs to 850 mAs 0.5 mAs to 850 mAs
Exposure times 1ms to 4s 1ms to 4s
Compatible with VarioFocus yes yes
Safety Tube overload protection Tube overload protection




Provided: Information on MEP services and room requirements

from manufacturer as well as a schematic drawing of the

identified location of use. This indicates that there is a plan for
all the requirements needed.

Loan Application Assessment Checklist (Completed by assessor)

Mo _ Acceccment Criteris Accescor s Guide oo et s
PAczchanical, Electrical and Plumbing [MMEF], Space,
=] Floor!Ceiling Loading capacity necded ko apoeerak:
the modical cquipment.
Oid the applicant provide zite planning document=s | - Check if relevant supporting docement s
fraem supplicrddiztributar indicating the RMEP From mansfacterer [-.g.. Eguipment
seryices, space, Floorfceiling loading capacity data sheetd Catalogeesd Site
required for the medical cquipment to b planning docementsl Schematic
aperational. Examples of MEP zervices includ.e: drawing=] indicating the RREP services,
- Elzckrical requirement= [og. Single-phase power space, floorfceiling loading capacity required
supply, G-phase power zupply and backup power For the medical equipment to be operational
supply]. are provided.
= Ducting requircments [eg. Exhaust, quench pipe],
L= if any
- Plumbing requirement [=g. Incoming hakdcald
wakter supply and drainage], if any
- Chillzr requiremsnt, if any
- FMedical gaz supply [«9. Fedical Air, Oxpgen,
Carbon Oioxide, Mitrogen,fMitrous Oxide,
Anacsthetic gazs Scavenging system, Surgical air
and “acuuml], if ang
- IT requirement [=3. Oata poinks and inkerface ko
information sy=tem], if anp
Did the applicant indicats if the identificd location | - Check if schematic drawinglffloor
ofF uze has the required FAEP services, =zufficiznt plam or other supporting docemenk
space and floorfceiling loading capacity For the imdicatimg that the reqguired MEP
inzkallation and opcration of medical cquipment ™ zerrices, space, Floorfceiling
loadimg capacity iz arzilable 2t the
pdemtified location;
- If the required MEF sorvice=, sufficient space
. kB and flaardcziling laading capacity iz currently
not available at the identificd location of use,
check if 2 complete project plam that
imdicates the progrescion of making
the MIEF serrvices, space,
Floorfceiling loading capacity
awailable 2t the indicated location
of wse [thisz should fdeally include
architect™s schematic drawing=I




Example 2, Step 1 ,
Insufficient MEP

services, space, room

Information on MEP Services/Space/Room Project Plan Provided by Applicant requirements
Requirements from Manufacturer
Room layous N R y By Year 2021 2021 2021 2021
|rarge of movement C3M max, 3400 (11'3.47)
Exampie room layout with Task Name Month July August September October
flwed datector in vertical stand VS R - ' |_ UI Week 1 2 3 4 12 3 4 1.2 3 4 1 2 3 4
Al dirmensions in mm {feetfinches) o % I 1| —
= _k 1 On-site Meeting
& T | Discussion with stakeholders
Chest Room 2 L o i f / Power Supply Installation
gequiremenlts: E,i EE“ com . |4” Viewing Panel Installation
- Power supply b — e— ;
) Lead Wall Shielding -vg . SIDT:?;:]E u !\}\ '-’_—}: Lead Dﬂ(.]r Installation
- Lead Door r . /== Completion
- i i s ) —_— | : L : |
Viewing Panel — =1 - ]
n worhspot
:-... raa T Y
Generator 65 kW 80 kwy
High-voltage generator The converter generator generates high voltage equivalent to DC voltage
Mains voltage 400 V / 480 V (+10%); 50 Hz or &0 Hz, 3-phase
Max. mains resistance at 400V 0.2 Ohm 0.2 Ohm
Max. mains eurrent at 400V 134 A 160 A
Maminal power (IEC) 65 kW BO kW
Max. tube voltage 150 kY 150 kV
Max. tube eurrent (at 80 kV) 812 mA 1000 mA
Tube support SRO see tube section SRO see tube section
mAs praduet 0.5 mAs to 850 mAs 0.5 mis to 850 mAs
Exposure times 1ms to 45 1ms to 45
Campatible with VarioFocus yes yes

Safery Tube overload protection Tube overload protection



Example 2, Step 2

Information on MEP Services/Space/Room

Requirements from Manufacturer

Room layouts
Example room lepout with

fiwed detector n vertical stand WS

Al drnenssons in mm {feetfinches)

Chest Room
Requirements:

ead Door
Viewing Panel

Generator
High-voltage generator
Mains valtage

Max. mains resistance at 400V

Max. mains eurrent at 400V
Mominal power (IEC)

Max. tube voltage

Max. tube current (at BO kV)
Tube support

mhs praduet

Exposure times

Compatible with VariaFeeus

Safety

- Lead Wall Shielding

37RO (12 42

26000 {19 8.27)

[range of meovement C3M max, 3400 (17° 3.47)

vE

_SD=1100
17F

65 kW

=

NS
—

Project Plan Provided by Applicant

By Year 2021 2021
Task Name Month July August September October
Week 2 3 12 3 4 12 4 1. 2 3 4

Iqsuﬁicient MEP
services, space, room

requirements

[On-site Meeting

IDiscu ssion with stakeholders

IPower Supply Installation

IViewing Panel Installation

ILe ad Door Installation

ICompIetion

/

The eonverter generator generates high vo

400 V / 480 V (210%); 50 Hz or 60 Hz, 3-p

0.2 Ohm

134 A

65 lkw

150 kv

812 mA

SRO see tube section

0.5 mAs to 850 mAs

1ms to 45

yes

Tube overload protection

Lead wall
shielding is not in
“r|the project plan

/

0.2 Ohim
160 A
BO kw
150 kV
1000 maA

SRO see tube section

0.5 mAs to 850 mAs

1ms to 45

yes

Tube overload protection




Example 2, Step 2

Loan Application Assessment Checklist (Completed by assessor)

Azzezzment Criteria

Mlechanical, Electrical and Plumbing [MEFR), Epace,
Floor!Ceiling Loading capacity needed bo operate
the medical squipment.

E.a

Oid the applicant provide zite planning decuments
fram zupplicridistributar indicating the MEP
services, space, floorfceiling loading capacity
required For the medical cquipment to be
aperational. Examples of MEP services include:

= Electrical requirements [29. Single-phase power
supply, 3-phaze power zupply and backup power
supply).

= Ducting requirements [2g. Exhaust, quench pipe],
if any

- Plumbing requirement [¢g. Incoming haticald
water supply and drainage], if ang

- Chiller requirement, if any

- Medical gas supply [wg. Medical Air, Oxygen,
Carban Diaxide, Mikragen,Mitrous Qxide,
Anacsthetic gas Scavenging system, Surgical air
and “Wacuum], if any

- IT requirement [2g. Oata paintz and inkerface ba
information syztem], iF any

Aczeszor s Guide

- Check if relevant supporting docament=
From mansfactersr [=.g. Equipment
data sheet! Cataloguesd Site
planning docament=! Schematic
drawing= ] indicating the MEP services,
space, floartceiling loading capacity required
for the medical equipment o be operational
are provided.

TIN

&b

Oid the applicant indicate if the identificd location
of uze haz the required MEP zervices, sufficient
space and Flaar!ceiling loading capacity Far the
inztallation and operation of medical squipment®

- Check if schematic drawinglfloor
plan or other supporting docament
indicating that the required MEP
services, space, Floorfceiling
loading capacity is arailable at the
identified location;

- If the required MEP zervices, sufficient space
and flaartceiling laading capacity iz currently
nak available at the identified location of use,
check if 2 complete project plan that
indicates the progression of making
the MEF cervices, space,
Flooriceiling loading capacity
arailable at the indicated location
of use [this chould ideally include
architect™s schematic drawing={

"N

Comments

Praject plan submitted did
not indicate plans for lead
door inztallakion, Request
applicant ko resubmit laan
applicatian.

Action by assessor:
Request for a revised project
plan to be provided during the
resubmission of the loan
application.




MEDICAL EQUIPMENT PURCHASING JOURNEY:
TENDERING/SOURCING

i
Your Medical 2: 3.
Equipment Planning and Tendering
Purchasing Budgeting /Sourcing
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OBJECTIVES
By the end of this session, you will be able to:

Develop neutral technical specifications

Prepare tender documents

Perform tender evaluations

104



Tender Process:

Pre-qualify
Suppliers for Conduct Tender
Tender Briefing
Participation

Develop neutral Prepare/compile
technical Tender
specifications Document

Collect Tender Issue Tender
Submissions Documents
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Sourcing For Medical Equipment

Prepare
specification
Budget

Assess quality of
product

Perform supplier
audit and
reference checks

Prepare and
Submit Purchase

request Form

Evaluate
fulfillment
capabilities

Compare
supplier costs

Request product

sample/trial

Organization
approval of
Purchase
Requisition

Obtain
Quotations

Evaluate Cost

Conduct

supplier audit

Explore and Select 3-5
Supplier/Vendor (Multi-
disciplinary selection
Panel)

Choose Preferred
Vendor/Supplier




Neutral Technical Specifications
What makes the specifications neutral?

1. Developing Neutral Technical Specifications

Include specifications for these types of information:
v/ Device information

Clinical application

Technical specifications and features
Accessories

Start-up consumables

Physical attributes

Mechanical and electrical requirements
Room requirements

IT requirements

Purchase information

N NN KKKKKKKKKK L

After-sales services
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1. Development of Neutral Technical Specifications

108

AMEF Tendering Quick Reference Guide

@ II c WORLD BANK GROUP

AMEF Tendering Quick Reference Guide

Qy II c WORLD BANKGROUP

Developing Neutral Technical Specifications Checklist

Check

Consideration

Notes

Check

Consideration

Notes

Device information: specify equipment
name, description, location and quality

Request suppliers to provide:
¢ Brand/model name
+ Device certification
s Product brochure and catalogue

Request suppliers to provide information
on room requirements:

+ Special infrastructure needs

*  Minimum room size

*  Minimum ceiling height

+ Door size

* Air conditioning needs

s Technical/control room

¢ Audio/visual communication

Clinical application: Type of clinical
procedures to be delivered with the ME

Clinical application: type of patient

Technical requirements for the ME:
e Configuration
*  Type
* Requirements for each parameter
+ Self-test function
& Alarms system
s Display system
& Userinterface
* Recorder system
* Storage capacity
+ Safety features

Specify IT requirements:
Interface with information system
* Type of networking/connectivity
interface
s Networked to a central station
monitor
& Requirement for interfacing
peripheral device
* System software upgrades
+ cybersecurity

Accessories required and guantity

Specify purchase information:
e Budget
& Price validity period
* Payment terms
s Delivery time

Start-up consumables required and
quantity

Physical attributes
+ Dimensions
e  weight

Request suppliers to provide information
on mechanical and electrical requirements:
s Electrical requirements
* Battery type
* Incoming water and draining
requirements
* Exhaust ducting requirements

s Medical gases requirements

Request suppliers to provide pricing
information:

s Unit price, including duties/taxes,
broken down by all items/services
includes

+ Discounts

Specify the minimum after-sales services
required:
* Warranty duration
* Acceptance, testing and
commissioning
* Frequency of inspection and
preventive maintenance
s DBreakdown response time
* Manuals

International
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Neutral Technical Specifications

What could result if
you do not include
after-sales service in
your specifications?

109



2. Prepare Tender Documents

v Sometimes called Request for Quotation (RFQ) / Request for Proposal (RFP)

v Gives information to suppliers about:

110

Description of the medical equipment, clinical application and quantity

Technical specification/requirements for the ME

Warranty requirement

After-Sales Service requirement

Other information required from suppliers (e.g., pricing, supporting documents to be submitted,
etc.)

Rules for the procurement process (when and where to submit, format of submission)

Terms and conditions

International .
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2. Prepare of Tender Documents

111

Contact information of person-in-charge in
clinic/hospital

Fields/form for suppliers to provide contact
information

Neutral technical specification

Fields/form for supplier to indicate information on
type, quantity and price of accessories, consumables
and spare parts expected to be replaced over 5 years

Fields/form for supplier to indicate price and details of
post-warranty service contract over 5 years

Fields/form for supplier to indicate installation base

For supplier to seek clarification from clinic/hospital during the
tender period

For clinic/hospital procurement team to seek clarification
from supplier during tender evaluation process

For clinic/hospital to obtain technical information, purchase
information, after-sales service information of the proposed
model

For clinic/hospital to calculate maintenance cost

For clinic/hospital to determine the costs for
comprehensive service contract and non-comprehensive
service contract over 5 years

For clinic/hospital to gauge supplier reliability

International
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2. Prepare of Tender Documents

112

Company background information such as:

» A copy of the company's business license

» Authorized Distributor letter from manufacturer

« Business registration

 List of Service Engineers/Technicians, with their
qualifications, year of experiences, and base
location.

Field for supplier to indicate ME delivery time

Other supporting documents:
* Quotations
« Catalogues
« Service & user manuals

To gauge supplier credibility
To determine the after-sales capability of the supplier

For clinic/hospital to plan for the ME delivery and
installation

To facilitate referencing of information during tender
evaluation

International
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3. Pre-qualify Suppliers for Tender Participation

v/ Check credibility of suppliers by obtaining the following information:
= Financial capability
= Past project experience
= List of installed bases for the device type identified for tendering
= Company registration
= Official distributor letter

= Availability of local technical staff

International
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4. Conduct Tender Briefing
5. Issue Tender Documents

v Explain the layout and information
required

v Suppliers can clarify any matters

v Suppliers should be present to
thoroughly understand the
requirements stipulated in the tender

document

International
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6. Collect Tender Submissions from Suppliers

X Do not accept tender documents submitted after the
stated date and time

v/ Open all tender documents in the presence of an
assigned team to avoid possible disputes

v Check if the supplier completed all the required

forms in tender documents

v/ Ensure supporting documents are included

International
i IFc Finance Corporation
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Medical Equipment Tendering Evaluations

_ How would you go
== » ] about evaluating
== « Q| tenders?




7. Preform Tender Evaluations and Prepare Recommendation Report

V' Identify models that best meet tender requirements
v Ensure recommended equipment is safe for use
V' Identify models that provides best economic value

v Exclude suppliers that do not comply to key requirements (e.g., technical specification,
warranty period, after sales requirements, etc.)

To allow better understanding of supplier proposed model/s of ME, a physical
demonstration on the usablility and performance can be requested upon suppliers.
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Tender Evaluation

1. Compile and
evaluate technical
specificatlons sheets

3. Calculate Total

2. Check for reported
b Cost of Ownership

problems on 4. Prepare tender

evaluation report

1. Compile and evaluate technical
specifications sheets

proposed models

v/ Consolidation of Technical Specifications Compliance Sheet from all suppliers

-
BrandManufacturer Name |sidderto specify DragerDrager KLS rnartin MAQUET
Model Name Bidder to specify Drager Polaris 100 Mobile w10 Mobile LUCE & 100 Mobile
i BIDDER'S RESPONSE BIDDER'S RESPONSE BIDDER'S RESPONSE
nzaiLeL REQUIRED SPECIFICATIONS [ Ves [ No - o Yes [ No ; i devi Yes | No i ir devi
.| SPECIFICATIONS/FEATURES W | (x) Bidder to enter responses about their device W | (x) Bidder to enter responses about their device w | x) Bidder to enter responses about their device
.| Configuration Mobile st_and with articulating arrm ; Meet Required dlinical application, Brochure Page 3 Yes Mobile J Iobile stand with articulating arm suspension. See LUCE A
' SUSpENSIon [+] catalogue, Page 15
| Angle of Rotation from Fixed Paint, * 270 v Meet Required clinical application T:]s 360° ® Enter Responses Herel
| Wertical Adjustrnent Range, crn =80cm ¥ Tf]s Hem A Wertical adjustment range > 142 cr. See LUCE A catalogue, Page 17
Castors Swivel castors with brakesflocks v Trolley is equipped with locking Brakes, Brochure Page 5 Tfls brakesflocks for 2 wheels N With swivel castors with brakesflocks, See LUCEA catalogue, Page
| Number of Lighthead Single lighthead v Meet Required clinical application Tfls Tlighthead v Single lighthead, See LUCE A catalogue, Page 15
.| Type of Light Source LED. Cold light ¥ Yes, LEDs, Brochure Page 6 Tfls 2nd generation LEDs v ‘White LEDs type, See LUCE A catalogue, Page &
Murnber of LEDs Bidder to specifu ¥ 48 LEDs= Brochure Page 6 Tf]s 160 of LEDs ) 52 LEDs. See LUCEA catalogue, Page 19
.| LED Lifespan, hr = 20000 hours v life tirne LEDs Approx. 50,000 hours, Pi_9067046 Page 5 T:]s >40,000 hrs v LED Lifespan » 60,000 hr. See LUCEA catalogue, Page 15
i lluminstion Level, Lux at 1m Atleast 120,000 lux v Hlumination intensity at Tm isp‘;%_g%o luxto 160,000 lux, Brochun Tfls 140,000 lux ¥ lllumninstion 120,000 lux. See LUCE A catelogue, Page 15
Colour Ternperature, K 3,000k, to 5,500k, Adjustable v Colour Ternperature 5.000 K or 5,600 K, Brochure Pgae & Tfls 3,800¢4,300¥4,800, Adjustable ® Fix colour ternperature 4,300K. See LUCE A catalogue, Page 15
. = 90R, L . Yes , Colour rendering index [CHI) - 95 and B3 : 92, See LUCEA
| W, v v = 95.R9=
, Colour Rendering Index [CRI). RyValue Higher B9 valus is preferred Colour Rendering index R is 93 Brochure Page 6 (] CRI = 95.R9 N catalogue, Page 15 and 20
)| Field Size Diameter, crn At least 1o ¥ Light field diameter 20 cm., Brochure Page 6 Tf]s 23-33 e, Adjustable ) Field size diameter 22cm. See LUCE A catalogue, Page 15
)| Field Size Depth, cm At least S0cm x Fix focus 200mm T:; 129¢cm + Depth of illumination (L1+L2 -::t'gﬂ%%s‘lﬂcm. See LUCE A catalogue
T P B e e o AV Yes — Depth of illurnination [L1+L2 at 2034) Tiicm. See LUCE A catalogue.
Supplier 1 Supplier 2 Supplier 3
International )
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Tender Evaluation
1. Compile and evaluate technical [} [m} {} [m}
specifications sheets (continued)

v/ Assign weightage and compliance points
- Define and assign compliance

- Define and assign weightage for each score/value based on supplier’s
technical specification/requirement based response
on importance. Compliance Type Value (V)
) ) Exceed Requirement 2
« More important technical Comply/Meet Requirement .
specifications: High weightage point Partially Comply 0.5
) ] o ] Unable to Comply/ No Response/ Invalid Reference 0
* Less important/generic specifications: Not Applicable .
Low weightage point
Specification Weightage (WT) Value
Key Specification (High) 3
Generic Specification (Low) 1 @ IFC s Carmoration
119 WORLD BANE GROUP
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Tender Evaluation
1. Compile and evaluate technical
specifications sheets (continued)

v/ Assign weightage and compliance points

120

1. Compile and

evaluate technical
specificatlons sheets

2. Check for reported

3. Calculate Total

Cost of Ownership 4. Prepare tender

problems on evaluation report

proposed models

Weightage point
(WT)

BIDDER'S RESPONSE

Compliance
value (V)

Compliance points
(CP)
= Weightage (WT) x

TECHNICAL
REQUIRED SPECIFICATIONS
SPECIFICATIONS/FEATURES ) Bidder to enter responses about their device
Configuration Mobile stland with articulating arm Meet Required clinical application, Brochure Page 3
sUspension
Angle of Rotation from Fixed Point, * 270° 1.0 1.0 Meet Reguired clinical application
“ertical Adjustment Range, cm z80cm 00| 0.0
Castors Swivel castors with brakes/locks 1.0( 1.0 Trolley is equipped with locking Brakes, Brochure Page 5 1.0 1.0 \EE?
)
Number of Lighthead Single lighthead 1.0 3.0 Meet Reguired clinical application 1.0 3.0 \23?
)
Type of Light Source LED, Cold light 1.0( 3.0 Ves, LED=, Brochure Page § 1.0 3.0 \Ei?
!
Number of LEDs Bidder to specify 1.0 1.0 48 LED=,Brochure Page 6 1.0 1.0 \Ei?
)
LED Lifespan, hr = 20,000 hours 1.0 1.0 life time: LED= Approx. 50,000 hours, Pi_S067045 Page 5 10| 1.0 \Ei:"
)
lumination Level, Lux at 1 m At least 120,000 lux 1ol 10 lluminatien intensity at 1 mis 40,000 lux to 180,000 lux, Brochure 10l 10 Ygs
Page & )
Colour Temperature, K 3,000K to 5,500K, Adjustable Colour Temperature 5,000 K or 5600 K, Brochure Pgae 6 05| 05 \Es:n'
)
Technical Specifications Total Compliance Points 121.0 gREUE] 106.0
Compliance Percgpe 90.9% 87.6%

Additional rows to calculate total compliance points
scored by suppliers
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Tender Evaluation
2. Check for reported problems on proposed AR ||| TR | | S s
models

121

Check proposed models for reported problems

If the model is impacted by any reported problems,

obtain corrective action letter from manufacturer

Check models to ensure that it is not discontinued by

manufacturer

Use these websites or sources;

USFDA
(https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfre
s/res.cfm)

MHRA (https://www.gov.uk/drug-device-
alerts?alert_type%5B%5D=device-safety-information)
TGA (https://www.tga.gov.au/current-year-alerts)
Manufacturer letter, etc.

PPB

KEBS

1. Compile and

evaluate technical 2. Check for reported Calculate Total
abl on

Home EEEHSMERGHGENGGE Consumers Health professionals  Industry Aboutthe TGA  News room

. - Home » Safety infarmation » Alerts
Safety information ’ e e

* Report a problem or side effect current year alel‘ts

> Alerts

Current year alerts June May April March February January

All alerts

» Recalls June

*» Prescription opioids Philips recall action for CPAP, Bi-Level PAP devices and mechanical ventilators
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Tender Evaluation

3. Calculate Total Cost of Ownership

v Calculate total cost of ownership for each proposed model over a period of 5 years

v Compare against allocated budget

Costs to consider:

v/ ME purchase price (includes capital price, accessories, warranty, software, etc.)

v Infrastructure modification, if applicable

v/ Maintenance cost

TCO

122

Costs to
Procure

s

Costs to
Maintain over 5
years
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1. Compile and

Tender Evaluation
3. Calculate Total Cost of Ownership AR | | opiprm | | SRR |

(continued)

v/ Estimating maintenance costs
In-house maintenance:

Calculate total cost of accessories, spare parts and consumables expected to be replaced over a
period of 5 years

Maintenance service from the supplier:

Determine if comprehensive or non-comprehensive contract arrangement is required.
For comprehensive contract:

(Annual cost for preventive maintenance and repair submitted by supplier in tender document x 5 years) + (Cost of accessories
expected to be replaced over a period of 5 years)

For non-comprehensive contract:

(Annual cost for preventive maintenance submitted by supplier in tender document x 5 years) + (Cost of accessories, spare parts and
consumables expected to be replaced over a period of 5 years)
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Tender Evaluation
4. Prepare tender evaluation report

v/ Description of ME for this tender
V' Information of submitted models and suppliers

v/ Evaluation summary indicating:
« Compliance score of proposed models
- Key advantages and non-compliances (specifications and
other tender requirements)
* Reported problems found on proposed models
« Purchase price and TCO against allocated budget
« Supplier credential

v/ Ranking the suppliers based on evaluation findings

124

1. Compile and
evaluate bachnical 2. Check for reported 3. Calculate Tatal 4. Prepare tender
[swmatmns snmJ { prl;p;::‘l::’m;::ds Cost of Ownership evaluation report
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1. Compile and
evaluate btechnical 2. Check for reported BU.ﬂCalculate Total 4. Prepara teandar
[sp-cﬂicatmns Sheet’] [ prnpuprog-:z.;ﬂmms c,l;-:zls < of Ownership evaluation repart

What criteria should top ranking

suppliers meet?

 High total compliance points and comply to
Important technical requirements

* No serious problems reported on model

* Purchase price and TCO is within allocated
budget

« Comply to other tender requirements (warranty,
payment terms, after-sales service, etc.)

« Supplier has good credentials
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Case Study: CT Scan Success

Hillcrest Hospital had two CT scan units that
within the last year have begun to require
more and more maintenance.

Both units are approximately 10 years old
and no longer covered by warranty.

The attending radiologists as well as general providers are dissatisfied with
the downtime because these units are under frequent maintenance.

CIFC

Creating Markets, Creating Opportunities
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Case Study: CT Scan Success

The medical director meet with the chief
radiologist as well as the consultant
cardiologist and general practitioner.

They determine it is time to replace one or
both units.

What should they do first?

ﬂﬂﬂﬂﬂﬂﬂﬂ
Fina m.ec-urp«u ation
WORLD BANK GROUF
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Case Study: CT Scan Success

Tendering Process

As part of the procurement process, they form a team to oversee tendering.

The team:

v the hospital physicist

v the CAT scan radiologist

v the chief technologist

v the head of hospital facility

v/ a biomedical engineer

v/ The financial manager was consulted to establish a budget for the new ME.

The procurement team consulted referring consultants to assess which technology was mandatory in the
new equipment.

v Decision: Replacing both aging CAT scan machines with one high end 128 slice piece of equipment.

v The demand of the cardiology unit: A 128 sliced CAT scan
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Case Study: CT Scan Success

Tendering Process

NN N RN

Arranging demonstrations
Evaluating the ME through a scoring system

Visiting several medical facilities to see the non-portable
ME'’s functioning
A decision was made upon the scoring mechanism.

It was presented to the financial manager and the hospital
CEO.
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What is your key takeaway for your procurement journey?
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HEALTH SECTOR PRESENTATIONS

Topic: Accessing Financing for

Health Sector- Medical Equipment Solution

| CO-OPERATIVE BANK

We are you




Our Mission Statement

To offer a wide range of innovative financial solutions leveraging
on our heavy investment in multi channels, national and regional
presence and with focus on excellent customer experience by a
highly motivated and talented team.

Our Purpose
A Financial institution predominantly owned by the Kenyan Co-

operative movement transforming lives.

Vision
To be the dominant Bank in Kenya and in the Region riding on the

unique Co-operative Model, providing innovative finacial solutions
for distinctive customer experience.
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Universal Bank Offering full
Corporate and Retail Banking Services

Term Loans
Working Capital
Trade Finance
Leasing Solutions

Supply Chain Finance
T Banking

Operating Accounts
Cash Management
Payment Solutions
Export Processing
Import Processing
FX Solutions
Internet Banking

Treasury &
Transaction
Banking

Corporate & institutional

e

Retail
Banking

Investment &

Insurance

N

Savings Accounts
Salary Accounts
Home Loans
Personal Loans
Vehicle Loans

Mco-op — Mobile Banking

Economic and Industry
Research
Equity Research

Investment & Broking Accounts

Insurance Brokerage

CO-OPERATIVE BANK
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Our customer touch points
Physically and Digitally

: A Co-op Kwa Jirani Agents Digital Banking Customers
SACCO Front Office Branches MCo-op Cash Customers

G18] CO-OPERATIVE BANK
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Healthcare providers including clinics, hospitals,

medical imaging centers, laboratories etc.

Active operation for a minimum of 3 years

Profitable for the last 2 years in operation

Good financial standing

e Meets at least two of the following three criteria:

Annual revenues of between KES 10 Million and KES 1.5 Billion;
Not more than 300 employees;

Total assets of between KES 10 Million and KES 1.5 Billion;

| CO-OPERATIVE BANK
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Asset Finance and Leasing Options

Between KES 500,000 and KES 200,000,000

¢ The eligibility, screening, documentation, analysis, approval, and
process flow as per the Bank policy

e Only new models will be financed under the program

e Purchase of equipment from approved Original Equipment

Manufacturers (OEMs)

Up to 5 years

Up to 90% for asset finance
Leasing options

Competitive pricing offered
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The financed asset will be the primary security
All risk insurance cover over the financed asset to be
provided through the Co-op Bank Bancassurance

Loan application form

KYC documents

AMEF submission form (to be shared by the Bank)
Financials - > Kes 10 Million- Audited books (3 years),

12 months cashflow projections , management accounts
Account statement with other banks (last 12 months)
for facilities of Kes 10 million and below

Loan details with other banks; Amount, tenor,
outstanding balance, security and repayment schedule
Company profile

Relevant business licenses

B% CO-OPERATIVE BANK
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e Contact the OEM for an indicative invoice
¢ Contact the branch/relationship manager

e Site visit/Provide required application documents

* Review/approval process

e Execution of offer letter and related documents

¢ Disbursement of facility

e Amounts below Kes 10 million — 3 days
e Amounts above Kes 10 million to Kes 100 million - 7 days
e Amounts above Kes 10 million — 14 days once all

documentation has been provided

e Leasing will be done under Co-op Bank Fleet Africa Limited

¢ Service contract with the OEM

g@ CO-OPERATIVE BANK

We are you




Why AMEF?
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Policy
Financing
Interest Rate
Tenor
Appraisal Fee

Security

After Sales support

AMEF Scheme

90% of the total

19.5%

60 months

1.5%

Self-securing

Available from approved OEMs
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Other Benefits

Quality Improvement of HSME

Capacity Building of HSME- Healthcare advisory,

Free Periodic Training

Access to renowned Original Equipment Manufacturers such as GE,

Philips, Karl Storz, Elekta, Biomeriux, Siemens, Mindray, Neusoft

among others
Simplified documentation

Enhanced processing period (SLAs)

Access to multiple banking solutions from the bank

Gia

Dedicated relationship team BANK
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Health Sector Banking Partnerships
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Cash Management Solutions

-
( ’/ \' Collections & Receivable

. Account Management
Payments Solutions )
Management Solutions

- Online
Cheque Cash Payment

Collecti Collecti statements & e
ollections ollections Balance View Advices

Online Fees Direct Banking \¢a=ad Tailored Cheque
Collections across our Reports Collections
channels

Key Capabilities:

Co-op Online | Open Banking API’s( Co-op Connect) | e-Commerce( Chapa pay) | B2B Integrations
| H2H Payment Integrations | Merchant POS | Remote Cheque Scanners | Cash Deposit Machines |

] CO-OPERATIVE BANK
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Healthcare Staff Welfare Partnerships

&

E- Credit
Salary Accounts & Payroll (Mobile based loans).

Processing @

Personal Loans
Investment & Credit Cards.

Car loans.

advisory/management @

Staff Pension Schemes

Mortgage loans.

Staff Savings and
Credit Society.
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Thank You
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In partnership with the
Government of Japan

ETHICAL PRINCIPLES

IN HEALTH CARE . ‘

Date: 29 August 2024




Ethical Principles in Health Care - An introduction

An IFC and World Bank initiative
Established in 2019

A no-fee, collective action initiative helping
build transparent, resilient health systems
through a set of 10 shared principles that
promote ethical decision making and
behavior.

Aimed to help achieve affordable, high-
quality healthcare for all

Participation is voluntary, and signatories
implement the principles to the degree they
decide and at the pace they choose.

epihc

ETHICAL PRINCIPLES IN HEALTH CARE

Ten Operating Principles to Ensure Ethical Conduct

O'I Respecting Laws
and Regulations

0 4 Conducting Business
Matters Responsibly

Safeguarding
07 Information &
Using Data

Responsibly

Making a Positive
02 Contribution to

Society

o 5 Respecting the
Environment

Preventing

o 8 Discrimination,
Harassment &

10|

Bullying

Supporting Ethical Practices
and Preventing Harm

03
06
09

Promoting High
Quality Standards

Upholding
Patients’ Rights

Protecting &
Empowering Staff

Through these principles, EPiIHC promotes ethical conduct and helps
guide decision-making processes for private healthcare providers,
payors, investors, and associations



| ETHICAL HEALTHCARE COLLABORATION

Community and Collaboration Efforts

Fostering Ethical Excellence in Healthcare

Encouraging
Collaboration

Promotes teamwork among
healthcare providers for

comprehensive patient care. Collective Improvement

¢ ‘ L Goal
Strives for a unified

¥ . . ~ approach to elevate ethical
' standards in healthcare

Sharing Experiences delivery.

Enhances care standards by
exchanging insights and
best practices.




EPIHC — Principles

Making a Positive Promoting High
aed  Contribution to g Quiality
Society.

Respecting Laws

and Regulations. Standards.
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EPIiHC - Who we are:

Today, EPIHC comprises more than 340+ signatories and nearly 6,000 facilities worldwide in 100+ countries.

EPIHC’s founding sighatories below represent diverse regions and business models.
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Global Distribution of our 340+ members

EUROPE & CENTRAL ASIA-32
NORTH AMERICA-28 O

¢

SOUTH ASIA-46
MIDDLE EAST & 9 Q

NORTH AFRICA-52

SUB SAHARAN AFRICA-108

LATIN AMERICA &

CARIBBEAN-46 Q

9 EAST ASIA AND
THE PACIFIC-27

epihc
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EPIHC - What can signatories expect?

As an EPiHC signhatory, your organization demonstrates to the global healthcare community

your commitment to ethics and integrity. EPIHC offers the following to its signatories:

I

A specialized
assessment tool*

Through this signatories get:

* Free access to a comprehensive self
assessment tool to understanding the
current level of implementation of the 10
ethical principles in their organizations

+ A platform allowing each signatory to
identify gaps and opportunities of their
owhn approach and to review their own
progress

*Launching in 2024

fyn

Tailored resources
and trainings

EPiHC offers an access to a plethora of
tailored resources:

* World-class trainings from healthcare
experts and advocates worldwide

+ Online self paced course on the 10 ethical
principles*

+ EPiHC Resource Library offers blueprints
for replicating the ethical successes of its
signatories and other experts

* Member-only events: a quarterly meeting
to promote knowledge sharing

« Our quarterly newsletter lets you know
what’s happening with ethics in
healthcare

Global visibility and
networking

EPiHC creates opportunities for signatories
to:

« Connect, collaborate and network

through the online EPiHC community or
in-person events like the recently
concluded IFC healthcare conference in
Cape Town

Participate and drive the agendaon a
theme of their choice through Thematic
Task Groups

Empowers member engagement and
collaborative impact by providing a
platform for sharing knowledge and best
practices




EPIHC — How Do
You Sign Up?
www.epihc.org

« Submit on-line
application

 Await verification of
application

 Await letter of
acceptance from
Secretariat

epihc

ETHICAL PRINCIPLES IN HEALTH CARE

 Utilize access to
resources and support
offered by such signatory
status.
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Thank You!

epihc

ETHICAL PRINCIPLES IN HEALTH CARE
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