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Annex 1

BEDAQUILINE DONATION REQUIREMENTS
CLIENT INFORMATION 
Request from
	Name of Institution
	

	Address
	


Supply of bedaquiline through the United States Agency for International Development (USAID) and Janssen Therapeutics donation program is dependent upon TB programs fulfilling the requirements of the Agreement (outlined below).  

Note: We recognize that in some countries, partners may be requesting and implementing bedaquiline on behalf of the National TB Program; however, it is critical to recognize that responsibility for meeting the requirements ultimately rests with the National TB Program.  

1. By making this request to receive bedaquiline as part of the donation program, the National TB Program confirms that the country meets the five conditions in the WHO Interim Policy Guidance on the use of bedaquiline for the treatment of MDR TB.

	Conditions
	YES
	NO

	Effective treatment and monitoring: Treatment must be closely monitored for effectiveness and safety, using sound treatment and management protocols approved by relevant national authorities.

	
	

	Proper patient inclusion: Special caution is required when bedaquiline is used in people aged 65 and over, and in adults living with HIV. Use in pregnant women and children is not advised.

	
	

	Informed consent: Patients must be fully aware of the potential benefits and harms of the new drug, and give documented informed consent before embarking on treatment.

	
	

	Adherence to WHO recommendations: All principles on which WHO-recommended MDR-TB treatment regimens are based, must be followed, particularly the inclusion of four effective second-line drugs. In line with general principles of TB therapeutics, bedaquiline alone should not be introduced into a regimen in which the companion drugs are failing to show effectiveness.

	
	

	Active pharmacovigilance and management of adverse events: Active pharmacovigilance measures must be in place to ensure early detection and proper management of adverse drug reactions and potential interactions with other drugs.

	
	


2. The National Tuberculosis Program agrees to be responsible for the good management and use of medicines received under this donation. The National TB program agrees to follow WHO recommendations on the proper programmatic management of drug resistant TB and on the use of bedaquiline in the treatment of multidrug-resistant tuberculosis: Interim policy guidance, and implementation plan based on these recommendations.  

3. By receiving bedaquiline as part of the donation program, the National TB Program agrees to take responsibility for the management of patients to whom the drug will be given and for any adverse events that might occur as a result of the use of the donated drugs. The National TB program agrees to report with 24 hours any serious event to GDF by using the attached form.  

4. The National TB Program recognizes that Technical Assistance is available to all eligible countries and that the country can access that technical assistance by requesting  it through the GDF website 

By signing below, the National TB program certifies that they meet all of the requirements and conditions of the agreement as outlined in this document.

________________________________________

__________________________________

 National TB Program Manager (or representative)

Date

PLEASE COMPLETE THIS FORM AND EMAIL IT TO:
Global Drug Facility: BDQ@stoptb.org
ADVERSE DRUG REACTION/SERIOUS ADVERSE EVENT FORM
EVENT: CHECK ALL THAT APPLY

 FORMCHECKBOX 
 SERIOUS ADVERSE EVENT
 FORMCHECKBOX 
 NON-SERIOUS ADVERSE DRUG REACTION

No of PAGES: 
 FORMCHECKBOX 
 INITIAL REPORT
 FORMCHECKBOX 
 FOLLOW-UP REPORT

	
	

	
	
	
	
	
	
	
	
	
	
	
	Patient
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	Date of Birth:
	
	
	
	
	
	
	
	
	
	

	
	
	d
	d
	M
	O
	N
	y
	y
	y
	y
	

	
	Country where ADR/SAE occurred: ……………………………………………

	
	

	
	
	
	
	
	
	
	
	
	
	Date reporter
	
	
	
	
	
	
	
	

	
	Date of Report: 
	
	
	
	
	
	
	
	
	became aware of ADR/SAE:
	
	
	
	
	
	
	
	

	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	d
	d
	M
	O
	N
	y
	y
	

	
	Treatment with BEDAQUILINE
Describe why the patient is receiving or received BEDAQUILINE (indication):



	
	

	ADR/SAE DESCRIPTION
	Please describe the ADR/SAE (Describe the course of events, timing and suspected causes):
……………………………………………………………………………………………………………………..……………………………………………..

……………………………………………………………………………………………………………………………..……………………………………..

……………………………………………………………………………………………………………………………………..……………………………..

……………………………………………………………………………………………………………………..……………………………………………..

……………………………………………………………………………………………………………………………..……………………………………..

……………………………………………………………………………………………………………………………………..……………………………..


NON-SERIOUS ADVERSE DRUG REACTION/SERIOUS ADVERSE EVENT FORM
(continued)
	
	
	
	
	
	

	 FORMCHECKBOX 
 Initial Report
 FORMCHECKBOX 
 Follow-up Report
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	


	Patient
	Sex:
	Height:
	Weight:
	Date of Birth:

	
	 FORMCHECKBOX 
 Male

 FORMCHECKBOX 
 Female
	
	
	
	
	 FORMCHECKBOX 
 cm

 FORMCHECKBOX 
 in
	
	
	
	
	 FORMCHECKBOX 
 kg

 FORMCHECKBOX 
 lb
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	d
	d
	M
	O
	N
	y
	y
	y
	y
	

	AE Diagnosis
	ADR/SAE
(If diagnosis unknown, list symptoms)

…………………………………………..

…………………………………………..

…………………………………………..
	ADR/SAE
(If diagnosis unknown, list symptoms)

…………………………………………..

…………………………………………..

…………………………………………..
	ADR/SAE
(If diagnosis unknown, list symptoms)

…………………………………………..

…………………………………………..

…………………………………………..

	Onset
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	d
	d
	M
	O
	N
	y
	y
	

	Severity
	
 FORMCHECKBOX 

Mild
 FORMCHECKBOX 

Moderate
 FORMCHECKBOX 

Severe
	
 FORMCHECKBOX 

Mild
 FORMCHECKBOX 

Moderate
 FORMCHECKBOX 

Severe
	
 FORMCHECKBOX 

Mild
 FORMCHECKBOX 

Moderate
 FORMCHECKBOX 

Severe

	ADR/SAE Seriousness Category
	 FORMCHECKBOX 

Serious AE/ADR
 FORMCHECKBOX 

Non-Serious

please specify category

ADR

 FORMCHECKBOX 

Death1
 FORMCHECKBOX 

Hospitalization required2
 FORMCHECKBOX 

Prolonged hospitalization

 FORMCHECKBOX 

Life threatening

 FORMCHECKBOX 

Persistent/significant disability
 FORMCHECKBOX 

Congenital anomaly/birth defect
 FORMCHECKBOX 

Other medically important condition
	 FORMCHECKBOX 

Serious AE/ADR
 FORMCHECKBOX 

Non-Serious

please specify category

ADR

 FORMCHECKBOX 

Death1
 FORMCHECKBOX 

Hospitalization required2
 FORMCHECKBOX 

Prolonged hospitalization

 FORMCHECKBOX 

Life threatening

 FORMCHECKBOX 

Persistent/significant disability
 FORMCHECKBOX 

Congenital anomaly/birth defect
 FORMCHECKBOX 

Other medically important condition
	 FORMCHECKBOX 

Serious AE/ADR
 FORMCHECKBOX 

Non-Serious

please specify category

ADR

 FORMCHECKBOX 

Death1
 FORMCHECKBOX 

Hospitalization required2
 FORMCHECKBOX 

Prolonged hospitalization

 FORMCHECKBOX 

Life threatening

 FORMCHECKBOX 

Persistent/significant disability
 FORMCHECKBOX 

Congenital anomaly/birth defect
 FORMCHECKBOX 

Other medically important condition

	Relation  to BEDAQUILINE
	ONLY APPLICABLE FOR 
SERIOUS AE’s/ADR’s

 FORMCHECKBOX 

Not Related
 FORMCHECKBOX 

Possible

 FORMCHECKBOX 

Doubtful
 FORMCHECKBOX 

Probable



 FORMCHECKBOX 

Very likely
	ONLY APPLICABLE FOR 
SERIOUS AE’s/ADR’s

 FORMCHECKBOX 

Not Related
 FORMCHECKBOX 

Possible

 FORMCHECKBOX 

Doubtful
 FORMCHECKBOX 

Probable



 FORMCHECKBOX 

Very likely
	ONLY APPLICABLE FOR 
SERIOUS AE’s/ADR’s

 FORMCHECKBOX 

Not Related
 FORMCHECKBOX 

Possible

 FORMCHECKBOX 

Doubtful
 FORMCHECKBOX 

Probable



 FORMCHECKBOX 

Very likely

	Outcome
	 FORMCHECKBOX 

Recovered/
 FORMCHECKBOX 

Recovered/resolved

resolved

with sequelae
	 FORMCHECKBOX 

Recovered/
 FORMCHECKBOX 

Recovered/resolved

resolved

with sequelae
	 FORMCHECKBOX 

Recovered/
 FORMCHECKBOX 

Recovered/resolved

resolved

with sequelae

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Recovery date
	
	
	
	
	
	
	
	
	Recovery date
	
	
	
	
	
	
	
	
	Recovery date
	
	
	
	
	
	
	
	

	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	d
	d
	M
	O
	N
	y
	y
	

	
	 FORMCHECKBOX 

Fatal1
 FORMCHECKBOX 

Recovering/resolving

 FORMCHECKBOX 

Unknown
 FORMCHECKBOX 

Not recovering/



not resolved
	 FORMCHECKBOX 

Fatal1
 FORMCHECKBOX 

Recovering/resolving

 FORMCHECKBOX 

Unknown
 FORMCHECKBOX 

Not recovering/



not resolved
	 FORMCHECKBOX 

Fatal1
 FORMCHECKBOX 

Recovering/resolving

 FORMCHECKBOX 

Unknown
 FORMCHECKBOX 

Not recovering/



not resolved


       1 Record further death information on the following page in the ’SAE General’ section.

       2 Record hospital admission date on the following page in the ’SAE General’ section.

NON-SERIOUS ADVERSE DRUG REACTION/SERIOUS ADVERSE EVENT FORM
(continued)

	
	
	
	
	
	

	 FORMCHECKBOX 
 Initial Report
 FORMCHECKBOX 
 Follow-up Report
	
	
	
	
	
	Patient Date of Birth:
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	

	SAE General
	
	
	
	

	
	Date of
Death
	
	
	
	
	
	
	
	Primary cause of death (if known): ……………………………………………………………………………

Was autopsy performed?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, attach copy of report if available)



	
	
	d
	d
	M
	O
	N
	y
	y
	

	
	
	
	
	
	
	
	
	
	

	
	Hospital Admission Date
	
	
	
	
	
	
	
	Hospital Discharge Date
	
	
	
	
	
	
	
	

	
	
	d
	d
	M
	O
	N
	y
	y
	
	d
	d
	M
	O
	N
	y
	y
	

	
	Start Date
	
	Stop Date
	
	Action taken re BEDAQUILINE

	DOSING OF BEDAQUILINE
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Dose adjusted
 FORMCHECKBOX 
 Temporary stop
 FORMCHECKBOX 
 Permanent stop

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	
	d
	d
	M
	O
	N
	y
	y
	
	
	
	

	
	
	
	
	

	
	 BEDAQUILINE 
	Batch/Lot No.

……………………………….
	Dose

………………
	Unit

………………
	Frequency

………………
	Route

……..………………

	REPORTING
	Reporter’s Statement

Note: Please ensure Page 4 is completed prior to signing

I have verified the data on this ADR/SAE report and have determined they are accurate and compatible with clinical notes.

Reporter’s Name: …………………………………………………………………………… (Please print)

	
	Signature (required): ………………………………………………………………….…….


	
	
	
	
	
	
	
	
	

	
	
	Date:
	
	
	
	
	
	
	
	

	
	
	
	d
	d
	M
	O
	N
	y
	y
	

	
	
	


CONTINUE ON THE NEXT PAGE
ADVERSE DRUG REACTION/SERIOUS ADVERSE EVENT FORM (continued)
	
	
	
	
	
	

	 FORMCHECKBOX 
 Initial Report
 FORMCHECKBOX 
 Follow-up Report
	
	
	
	
	
	Patient Date of Birth:
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	

	

	MEDICAL HISTORY

	Briefly describe disease and concurrent illness: 

	
	

	
	

	
	

	
	

	
	

	
	

	

	

	CONCOMITANT MEDICATIONS
	Relevant Concomitant medications (include medications taken within 2 weeks prior to the first event):

	
	Drug
	Dose
	Frequency
	Route
	Start Date
	End Date
	Indication

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	 
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	

	LAB DATA
	Test
	Unit
	Ref Range
	Date
	Result

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


PLEASE COMPLETE ALL PAGES AND EMAIL/FAX WITHIN 24 HOURS OF BECOMING AWARE OF A SERIOUS ADVERSE EVENT OR ADVERSE DRUG REACTION TO:


  Global Drug Facility : � HYPERLINK "mailto:BDQAE@stoptb.org" �BDQAE@stoptb.org�


Fax: +41225522801
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