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ACCESS TO PURE DRUG SUBSTANCES FOR DST:
BEDAQUILINE AND DELAMANID

STOP TB INFORMATION NOTE

TB reference laboratories can access bedaquiline and delamanid pure drug substances for drug
susceptibility testing (DST) through the following mechanisms:

Bedaquiline: Bedaquiline pure drug substance for laboratory DST is provided for free through the NIH
HIV Reagent Program (https://www.hivreagentprogram.org/) under an agreement with the
manufacturer Janssen. Note that ordering bedaquiline is a two-step process: First you need to
register to become eligible to receive reagents from the NIH HIV Reagent Program catalog, and then
second, you need to place an order for bedaquiline in particular (catalog number ARP-12702).

For free delivery, at the time of completing your order (with bedaquiline in your online shopping
cart), when you are prompted to enter delivery information (“Carrier Info”), select “DHL” in the
“Carrier” field and type “JnJ” in the “Account” field.

See step-by-step instructions below on how to register and order bedaquiline pure drug substance.

Delamanid: Delamanid pure drug substance is provided for free through BEI Resources
(https://www.beiresources.org/About/BEIResources.aspx) under an agreement with the
manufacturer Otsuka. Note that ordering delamanid is a two-step process: First you need to register
to become eligible to receive reagents from the BEI Resources catalog, and then second, you need to
place an order for delamanid in particular (catalog number NR-51636).

See step-by-step instructions below on how to register and order delamanid pure drug substance.

For access to other pure drug substances for first-line and second-line DST, see the Stop TB
Partnership’s GDF Diagnostics Catalog.



https://www.hivreagentprogram.org/
https://www.beiresources.org/About/BEIResources.aspx
http://stoptb.org/assets/documents/gdf/drugsupply/GDFDiagnosticsCatalog.pdf
http://stoptb.org/assets/documents/gdf/drugsupply/GDFDiagnosticsCatalog.pdf

How to order bedaquiline powder with free
shipment through the NIH HIV Reagent Program

1. Register with the NIH HIV Reagent Program. For registration a HIV REAGENT $% Atemis) Wy HRP Log out Adanced Searcn
information, please visit the website: R"‘"G“M
https://www.hivreagentprogram.org/Register.aspx
Home Catalog Deposits Ragister About Administration
2. Once your registration is approved, you will be provided log in cileg @ S

information so you can access your account.

My HRP » Sales Order Confirm

3. Logintothe NIH HIV Reagent Program web portal and follow 8 SECURE CHECKOUT
instructions provided. 1, Review Order 2 Subm rder 3 3. Order Gonfirmation
4. Search for Bedaquiline under catalog number ARP-12702 and add it Confirm Your Shopping Cart Information
tO your Shopplng Cart' 1. Select your preferred carier from the list provided and enter your prefered carrier account number.
2. Review the contents of your shopping cart
a) Please note, orders for Bedaquiline also require an addendum to be 3. If you would like to make changes to your shopping cart before submission, select the Edit Order button.

4 Select the Submit Order bution to submit your order

completed before your order can be processed. This addendum can be found
on the Web deta” page Please Note: Once you click on the Submit Order button, you cannot make anymore changes to your shopping car. If you have any questions, please contact Customer Service,

Item Product Description Quantity

b) To process your order in a timely manner, we recommended you complete ARP-12702 Bedaquiine Fumarate ~ Chemical 1
the form before you submit your order. Once your order is placed, a customer
care team member will reach out to you and request this addendum.

Carrier Info

Please enter the Carrier info details.

5. Click on your shopping cart to proceed to the secure checkout
process. At step 2 (Submit Order), please select “DHL” in the

Required Fields

“Carrier” field and type in “dnJ” in the “Account” field. e i -
. . . . * Account: nd
6. Verify other information is accurate and proceed to Order :
To ensure delivery of our email to your inbox, please add Confact@HIVReggentProaram.org to your address book or safe senders list. instructions on Adding us o your address book

Confirmation.
Continue Shopping Edit Order  Submit Order




How to access free delamanid powder

Delamanid pure drug substance manufactured by Otsuka is provided
free of charge with free standard shipping and handling (some
limitations may apply, see website) through BEI Resources:
https://www.beiresources.org/About/BEIResources.aspx

Ordering delamanid is a two-step process:

First you need to register to become eligible to receive reagents from
the BEI Resources catalog, and second, you need to place an order for
delamanid.

1. Go to Register = Registration Information = Level 1
https://www.beiresources.org/RegisterLevell.aspx provides all
information on how to register: You will need to send 2 Forms to
contact@beiresources.org (or fax or mail):

» BEI Resources Registration Application
* Individual Material Transfer Agreement

2. Once your registration is approved by NIAID (2-3 weeks), you will be
provided Login details to access your account.

3. Login at User Log In (beiresources.org) and follow the instructions.

4. Search for delamanid using catalogue no. NR-51636 and add it to
your shopping chart. Click on the shopping cart to proceed with
check-out and shipping details.

Product is shipped directly from BEI Resources (no distributors involved).

For any questions related to registration, login, ordering or shipping, BEI
Resources can be contacted at contact@beiresources.org.

bei

Home Deposts

~ NR-51636 Search

i Catalog

Register MR4 About

Choose a Resource

NR-51636 Mycobacterium tuberculosis, Delamanid (Reference Standard)

(Antimicrobial Compounds and Other Chemicals)

« Otsuka

Advanced Search Login
]

M Choose an Organism

Price: Al BEl Resources products are provided
* at no cost to registered researchers.

Description:

Organism:

Biosafety Level:

Availability Status:

Store at:

Contributor:

Comments:

Citations:

Additional Information:

Delamanid (Reference Standard)
Mycobacterium tuberculosis

q

In Stock

Room temperature, protected from light
N Hariguchi

Quantity limit per order for this item is 1. This item can be ordered twice a year

NR-51636 is subject to the Material Transfer Agreement Registration Addendum attached to the Additional
Information section below. NR-51636 may not be used for commercial purposes. It may only be used for in
vitro studies of mycobacteria drug susceptibility testing, in vitro pharmacokinetic/pharmacodynamic studies
including the Hollow Fiber System (HFS) and/or animal studies of mycobacterial infection models.

Delamanid (OPC-67683; Deltyba™) is a bicyclic nitro-imidazooxazole compound shown to be effective:
against (M , through inhibiting the synthesis of key mycolic acids
Among T8 drugs, delamanid has the lowest minimum inhibitory concentration (MIC) against both drug-
tant . isolates, and is active against replicating and dormant,
extracellular and intracellular bacill. In clinical studies, delamanid significant of

ATTACHMENTS

Product Information Sheet

70027180 v

PERMITS
For alist of permits that may be required for shipping this

product and to set the permit information preferences; please
select a country from the drop down below

Country: [ Chooseacountry — v

= No additional permits and/or forms are required.

More Information
Click to read more

KNOWLEDGE BASE

‘sputum culture conversion with two months of treatment in combination with an optimized background
regimen for pulmonary multidrug-resistant (MDR)-TB adult patients, as compared to treatment with placebo
Spontaneous resistance frequencies to delamanid were similar to those of isoniazid and PA-824.

Each vial contains approximately 20 mg of delamanid

For research use only. Not for human use

Acknowledgment for publications should read “The following reagent was obtained through BEI Resources,
NIAID, NIH: Delamanid (Reference Standard), NR-51636."

Material Transfer Agreement Registration Addendum
US - OSHA SAFETY DATA SHEET

How much do the reagents cost?
Microbial Material Safety Data Sheet (MSDS)
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More Information
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