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

DATE: 04/03/2024

RE: ADDENDUM NO. 1: TENDER NUMBER KUTRRH/TNDR/G/052/IMIC/2023-2024, SUPPLY AND DELIVERY OF
RADIOPHARMACY (1.M.I.C) CONSUMABLES.

The above is to provide clarification on the following of the above-mentioned tender:

Clarification/Amendment.

A. TENDER DATA SHEET (TDS)

. ITT 3.11: 1t is boldly stated that “Tenderers shall be required to be registered with NOT APPLICABLE”. It is our assertion, that
given the nature of goods to be supplied under this tender, i.e., Tenderers MUST be registered under Pharmacy & Poisons Board
as well as Kenya Nuclear Regulatory Authority. Explicit stipulation of this requirement will ensure that only qualified and registered
bidders contest for this tender, consequently limiting canvassing.

Response: Supply of raw materials for radiopharmaceuticals will require registration with many regulatory bodies, hence the reason
we require experience in the field so that the supplier is well aware of which permits and registration to seek from whom.

B. MANDATORY REQUIREMENTS
1. A13: Requirement for bidders demonstrate experience in Radio pharmacy Equipment by way of 3 GMP (Good Manufacturing
Practice) certificates is prohibitive and should be struck out as the bidders will not be involved in the manufacturing of
Radiopharmaceuticals, a role explicitly undertaken by the hospital which is listed as a manufacturing site by the Pharmacy and
poisons board. Furthermore, the scope of work stipulated in the tender is EEUZ and delivery and this clause would only seek
to lock out authorized distributors of Radiopharmaceuticals.




Response: Item 4 on the tender is annual qualification of the Radio pharmacy equipment to ensure compliance with Pharmacy
and Poison’s Board. This requires comprehensive understanding of GMP, especially GMP of radiopharmaceuticals.

2. Pursuant to the nature of tender i.e. Supply and Delivery of Radiopharmaceuticals, which are regulated by the Pharmacy
and Poisons Board & Kenya Nuclear Regulatory Authority;

e Interested bidders should be duly registered with Pharmacy and Poisons Board, and submit their current & up to date
registration certificate as well as Wholesale dealers license as part of the mandatory requirements. Lack of this should
disqualify bidders owing to the aforementioned reasons.

e Interested bidders should be duly registered with Kenya Nuclear Regulatory Authority, and submit their current and up
to date certificates as part of the mandatory requirements since some of the products to be supplied fall under the
purview of KNRA owing to active radioactive emission.

e Interested bidders should demonstrate proof of a qualified RSO (Radiation safety Officer) as part of the mandatory
requirements, by attaching their certificate as verification of capacity to safely handle radioactive products.

Response: Some radio pharmacy items shall require PPB, KENRA, KEBS etc. permits for importing. Other items are locally
available and hence no permits required. Kindly note that a lot of items listed are raw materials and not finished drug
products, hence the majority do not require the said licenses. Again, we have asked for experienced bidders as they would
know what items require what permits.

KENRA issues licenses per shipment, and not per annum. It would therefore not be necessary or logical to ask for KENRA
license when no LPO has been issued.

A radiation safety officer requirement is what we would term as prohibitive. The bidder’s role will be to bring the
radioactive items (which is just one item from the entire list) from the airport to the hospital. This will be twice a month.
Expecting the bidders to have a radiation safety officer, for a 45-minute ride from the airport, only twice monthly, is not
logical. Many companies supply radioactive sources, without a radiation safety officer. Where the radioactive materials are
used, it is expected the facility will have a radiation safety officer.

C. TECHNICAL EVALUATION
1A). The director/ company requirement for at least 5 years’ experience in all aspects of production, quality control and
distribution logistics of PET radiopharmaceuticals is both prohibitive & unnecessary. Bidders should be allowed to demonstrate
expertise through a qualified and competent workforce with relevant certification or experience in supply of PPB approved
hospital consumables. Also, production quality control requirements should be struck out as bidders/ suppliers will not be
involved in the production and quality control processes, a role solely undertaken by the Hospital which is classified as a
manufacturer by the regulator. In the case a bidder is a distributor, it would lock them out of this bid.




Response: owing to the nature of production of radiopharmaceuticals, the hospital prefers awarding the tender as a lot and
not item by item. This is because lacking one item completely paralyses the entire production process. Consequently, complete
knowledge in the entire production and quality control aspects is critical to ensure non-interruption of services. Experience in
only supply of PPB approved items is unfortunately, not enough.

B). The Defined number of experience years i.e., 5 years’ experience in all aspects of production, quality control and distribution
logistics of PET Radiopharmaceuticals should be struck out due its prohibitive nature. Interested bidders should be allowed to
demonstrate relevant experience in the supply, delivery, and logistics of molecular imaging products, radiopharmaceuticals, or
PPB approved medical consumables. Since the IMIC is a new facility in Kenya, bidders who have not previously supplied this
facility will unfortunately be locked out.

Response: owing to the nature of production of radiopharmaceuticals, the hospital prefers awarding the tender as a lot and
not item by item. This is because lacking one item completely paralyses the entire production process. Consequently, complete
knowledge in the entire production and quality control aspects is critical to ensure non-interruption of services. . Experience in
only supply of PPB approved items is unfortunately, not enough.

2A). The director/ company requirement for at least 3 years’ experience in all aspects of production, quality control and
distribution logistics of SPECT radiopharmaceuticals are both prohibitive & unnecessary. Bidders should be allowed to
demonstrate expertise through a qualified and competent workforce with relevant certification or experience in supply of PPB
approved hospital consumables. Also, production quality control requirements should be struck out as bidders/ suppliers will
not be involved in the production and quality control processes, a role solely undertaken by the Hospital which is classified as
a manufacturer by the regulator. In the case a bidder is a distributor, it would lock them out of this bid.

Response: owing to the nature of radiolabeling of radiopharmaceuticals, the hospital prefers awarding the tender as a lot and
not item by item. This is because lacking one item completely paralyses the entire production process. Consequently, complete
knowledge in the entire production and quality control aspects is critical to ensure non-interruption of services. In addition,
knowledge, and experience in dealing with logistical challenges of radioactive materials is paramount for our efficient
operations. Experience in only supply of PPB approved items is unfortunately, not enough.

B). The Defined number of experience years i.e., 3 years’” experience in all aspects of production, quality control and distribution
logistics of SPECT Radiopharmaceuticals should be struck out due its prohibitive nature. Interested bidders should be allowed



to demonstrate relevant experience in the supply, delivery, and logistics of molecular imaging products, radiopharmaceuticals,
or PPB approved medical consumables. Since the IMIC is a new facility in Kenya, bidders who have not previously supplied
this facility will unfortunately be locked out.

Response: owing to the nature of radiolabeling of radiopharmaceuticals, the hospital prefers awarding the tender as a lot and
not item by item. This is because lacking one item completely paralyses the entire production process. Consequently, complete
knowledge in the entire production and quality control aspects is critical to ensure non-interruption of services. In addition,
knowledge, and experience in dealing with logistical challenges of radioactive materials is paramount for our efficient
operations. Experience in only supply of PPB approved items is unfortunately, not enough.

3A). The director/ company requirement for experience in all aspects of GMP Validation, Production and quality control of at
least two other PET Radiopharmaceuticals in addition to 18 FDG both prohibitive & unnecessary. Again, bidders should be
allowed to demonstrate expertise through a qualified and competent workforce with relevant certification or experience in
supply of PPB approved hospital consumables. Also, production quality control requirements should be struck out as bidders/
suppliers will not be involved in the production and quality control processes, a role solely undertaken by the Hospital which
is classified as a manufacturer by the regulator. In the case a bidder is a distributor, it would lock them out of this bid.
Interested bidders should be allowed to demonstrate relevant experience in the supply, delivery, and logistics of molecular
imaging products, radiopharmaceuticals, or PPB approved medical consumables. Since the IMIC is a new facility in Kenya,
bidders who have not previously supplied this facility will unfortunately be locked out.

Response: The hospital seeks to expend its radiopharmaceutical production capability with time. The tender includes annual
qualification of equipment, and this will involve qualification and method development for new radiopharmaceuticals. This
requirement is therefore necessary for our needs.

6A). Requirement for bidding companies to demonstrate with copies of LPO’s and invoices 3 years' experience in products
used in production of PET Radiopharmaceuticals, is prohibitive. This is due to the fact that Nuclear Medicine, molecular imaging
and Radio pharmacy are recently introduced health technologies in Kenya, therefore the requirement to have a set number of
experience years i.e., 3 years from 2020, 2021, 2023 might skew this tender in favour of the existing IMIC supplier who would
solely meet these criteria. To ensure an equitable bidding process, bidders should also be allowed to demonstrate relevant
experience in supply and delivery of molecular imaging products, Radio pharmacy consumables or PPB approved medical
consumables.



Response: Owing to the complex nature of radiopharmaceutical production, evidence of such supply is critical before the
hospital commits an award to a certain bidder. IMIC started operations in 2022, not 2020. Consequently, any bidder will have
to show supply capability beyond IMIC.

7A). The Requirement for bidding company to demonstrate with copies of LPO’s and invoices 3 years' experience in supply of
Tc 99m generators and cold kits for production of SPECT Radiopharmaceuticals is prohibitive. This is due to the fact that
Nuclear Medicine, molecular imaging and Radio pharmacy are recently introduced health technologies in Kenya, therefore the
requirement to have a set number of experience years i.e., 3 years from 2020, 2021, 2023 might skew this tender in favour of
the existing IMIC supplier who would solely meet these criteria. To ensure an equitable bidding process, bidders should also be
allowed to demonstrate relevant experience in supply and delivery of molecular imaging products, Radio pharmacy
consumables or PPB approved medical consumables.

Response: Owing to the complex nature of radiopharmaceutical production, evidence of such supply is critical before the
hospital commits an award to a certain bidder. IMIC started operations in 2022, not 2020. Consequently, any bidder will have
to show supply capability beyond IMIC.

PRICE SCHEDULE FORMS.

The product specifications are unfortunately inconclusive, making it an arduous task for new bidders to exhaustively quote for the
right items. This ambiguity would again unfortunately skew this bid in favour of the current IMIC supplier who would be familiar
with products required. Below are some of the areas that require clarification:
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18FDG

ARGO Bulk Vial size?

ARGO dispensing model?
Sterile Vials sizes?

Vial labels for what vial size?
Vented Needles size/ Gauge?
Settle and contact plates sizes?
TSB tube x Sterility size?

FTM tube x Sterility size?

LAL cartridge for BET machine?
GC vials and inserts size?

Syringes CC?, type? (Luer Lock or Luer Slip?)
Laboratory solvents and reagents should be exhaustive.
TLC reagents?
18F PSMA



a. Sterile vials sizes?

b. Vial labels for what size vial?

¢. Vented needles size/ Gauge?

d. Settle and contact plates sizes?

e TSB tube x Sterility size?

f. FTM tube x Sterility size?

g.  LAL cartridge for BET machine model?

h.  Syringes cc?

i. Laboratory solvents should be exhaustive.

Response: Page 76-77 of the tender document provides more detailed specifications. We encourage the bidder to refer to these
pages and carefully review the tender document.

The LAL cartridge is for Charles River machine.

This query clearly demonstrates our need for experienced bidders as most of this item listed are pretty standard for 18FFDG
production and 18FPSMA production as well as SPECT radiolabeling. Any bidder with the relevant expertise would know all the
above sizes and specifications.

MANDATORY REQUIREMENT Al4

The mandatory requirement A14 states that ; Bidders Must submit a fully signed and stamped FORM NO. 8 BENEFICIAL OWNERSHIP
DISCLOSURE FORM

Amendment:

Requirement Al4 will NOT be considered as mandatory.”

THE NEW CLOSING DATE CHANGES FROM 05™ MARCH 2024 TO 12™ MARCH 2024 AT 10.00 A.M.

All other texms and conditions remain unchanged.

END OF TENDER ADDENDUM

AHMED DAGANE, RN, BA, BSN, MBA-HCM
CHIEF EXECUTIVE OFFICER
IM/pn




