KENYATTA UNIVERSITY TEACHING, REFERRAL & RESEARCH HOSPITAL
DIRECTORATE, SUPPLY CHAIN MANAGEMENT
PO Box 7674- 00100 Nairobi
Cell Phone: 0710642513/0780900519 Email: procurement@ kutrrh.go.ke
TO ALL BIDDERS

RE: ADDENDUM NO. 1 - SUPPLY DELIVERY, INSTALLATION, TRAINING
AND COMMISSIONING OF BRACHYTHERAPY EQUIPMENT AND.
TENDER NO: KUTRRH /T NDR/G/010/BE/2020-2021.

Pursuant to Clause 2.5 on Amendment of Tender Documents, the Hospital wishes to make the
following amendments/clarifications as indicated below;

Kindly provide clarifications to the following:

1. What source material do you need for the brachytherapy system? Long lasting co-60
requiring to be changed once in 5 (five) years or ir-192?

Clarification: The system radioactive source should be iridium -192 sources only

2. Will you be in need of training for the equipment? Could you give more specifics?

Clarification:

® The vendor should provide comprehensive training delivered by application specialists
done on site during installation and to the full of the Department of Radiotherapy. The
training period should be ideal so as to achieve knowledge and skill based competency to
the suitable identified staff,

e Off-Site Training in a well-advanced centre for one Radiation Oncologists, one Medical
Physicists and one Radiotherapy Technicians for a period of time that will achieve
knowledge and skill based competency to the suitable and identified staff.

® Maintenance/service training should be provided for two Biomedical Service Engineers
for On-Site factory training for a period of time that will achieve knowledge and skill
based competency to the identified staff.

3. Do you have a minimum accessory (e.g. applicators) requirement for the equipment apart
from the two mentioned? This will mean that we will have to quote for the applicators as
per our scope?



Clarification:
The supplier should include the following key accessories at a minimum:-

Cervix cylinder applicator set.

e CT compatible
e Toinclude 5 cylinders of varying diameter from 20mm-35mm.
 The set should also include 3 metal (stainless steel or titanium) probes with
approximately 6/3mm diameter and uterine tandem with angulation between 0-
60° each.
e Transfer guide of at least 2 m
Fletcher titanium CT compatible set (4 sets)

e CT compatible
e Set to include a total of 3 tandem probes with different angulation (15, 45%)
* Ovoid caps of varying diameters from 20 mm to 30 mm
e Transfer guide of at least 2 m
Fletcher set CT/MR compatible (3 Sets)

e CT/MR compatible :
e Set to include a total of 3 tandems probes with different angulations ((15°, 45)
* Ovoid caps of varying diameters from 20 mm to 30 mm
e Transfer guide of at least 2 m
Ring and tandem combination (4 Sets)

e CT compatible
* Ring and tandem with different angulation 30°, 45°, 60°.
e Transfer guide of at least 2 m

Ring and tandem combination (4 Sets)

e CT/MR compatible
e Ring and tandem with different angulation 30°, 45°, 60°.
e Transfer guide of at least 2 m
* Smit cervical sleeves 30 mm, 50 mm and 70 mm, 100 units of each. Should be
able to accommodate 3 mm tandem
* A set of Re-Usable Sleeves with clamping for guide tube.
Gyna/Rectal/anal template for interstitial brachy ( 2 sets)

e Template
Titanium needles from 110 mm to 300 mm, 16 to 17 gauge, 100 units
Blunt/Sharp trocar
¢ Transfer guide of at least 2 m
Prostate template




e Template
e Titanium needles from 110 mm to 300 mm, 16 to 17 gauge, 100 units
Esophagus set CT compatible (2 sets)

e CT compatible, esophagus bougie 8§ mm to 14 mm diameter with bite protector
and fixation

e Tube cather, 3.2 mm diameter

e To include x-ray radio opaque maker for easy of identification during simulation.

e To include bite protector and fixation strap

e Measurement marker wire

e At least 100 Catheter tubes

e Transfer guide of at least 2 m

Esophagus set CT/MR compatible (2 sets)

e CT/MR compatible, esophagus bougie 8 mm to 14 mm diameter with bite
protector and fixation

e Tube cather, 3.2 mm diameter
e To include x-ray radio opaque maker for easy of identification during simulation.
e To include bite protector and fixation strap
e Measurement marker wire
e At least 100 Catheter tubes
e Transfer guide of at least 2 m
Interstitial stainless steel needles

Interstitial stainless steel needles gauge 16 and 17
Transfer guide with
Nasopharynx Set (2 sets)

e ENT mould without balloons, with 2 guide tubes
e Flexible probe, 2.8 mm diameter
e X-ray marker

NB; all applicators should be supplied with all necessary accessories needed for clinical
use.

All applicators should be sterilizable by steam or other methods.

4.  Will you require CMC (Comprehensive Maintenance Contract) for the equipments and
for how long?

Clarification:

e The vendor should provide a CMC for 5 years after the warranty period of 2 years.



5.

The CMC should be quoted separately and should not be included in the form of tender
and price schedule.

As per item 4 of the specs, which OIS and TPS systems is currently in use?

Clarification:

The TPS should provide BED and EQD2 parameter display for combined EBRT &
Brachy calculations with every plan change showing respective constraint fulfillment at a
glance which is user-friendly and intuitive.

It should perform BED/EQD2 and Total BED/Total EQD2 calculation based on the
individually defined o/ ratio for each VOI and control point and the fractionation
scheme for both external beam radiation and brachytherapy BED monitor

The plan should be able to import the patient and treatment plan data with dwell times,
applicators and dose.

The TPS should fully provide integrated real-time prostate treatment planning. The
prostate module should not be separate software.

It should have a DICOM data import from brachytherapy planning system via network or

USB flash drive, and be able to record and export entire treatment protocol It should have
Automatic channel length measurement and verification performed before every
treatment for every channel without any further user interaction.

It should provide applicator and applicator/needles assembly reconstruction based on 3
reconstruction points (x,y,z coordinates) It should be able to accept flexible catheter and
needle lengths without the need of manual measurement. It should support any needle
length between 100mm and 350mm.

It should provide the possibility to adjust source positioning for each individual
applicator separately, the adjustment shall be automatically used for all following
treatments.

The applicators should provide color coding for easy channel identification for channel
GYN cases.

The TPS should have a fully integrated dose prescription and planning for Valencia style
applicators in which the user only has to define the dose in a certain depth prior to the
irradiation.

The Afterloader should have the In-Vivo Dosimetry system integrated such that the user
interface of the afterloader displays the dose values that are measured in real-time and
that it includes automated warnings against the maximum dose values.



6. To what quality certifications should the equipments be supplied? CE is important but not
captured in the minimum requirements.

Clarification:

The System shall be manufactured, shipped and installed in accordance with the Contractor’s
ISO quality assurance system or an equivalent quality assurance system.

A CE certificate of quality should be provided and should indicate the below minimum
requirements:

e That the manufacturing plant in which the products are produced is subject to inspection
at regular intervals

e That the manufacture conforms to requirements of good manufacturing and quality
control as recommended by WHO in respect of products to be sold or distributed in the
country of origin or to be exported.

e The date the certificate is issued and the period of its validity.

7. Compatible and seamless interconnectivity solution providing seamless interface to
HMIS system and predictive maintenance and machine health remote monitoring. Give
details of the existing HMIS system

Clarification: The existing HMIS system is Medipro mapping tage RX oracle based.
8. Pre-installation site survey

Clarification: There will be a site survey on Thursday 1% October, 2020 at 10:00am.
Bidders to attend

9. Tender Submission Date
Clarification: The tender closing date is Friday 9" October 2020 at 10:00 a.m.

All other terms and conditions remain unchanged
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