
On the Use of this Form

The attached “Handling of Patient Information Registered in Sirturo® Eligibility Confirmation System (Sample)” explains the need for patient information to be registered to the Sirturo® Eligibility Confirmation System, a Web-based system.

This document was created to be used as a reference for the attending physician to explain and obtain consent from the patient for prescribing Sirturo® Tablets; however, please use this document, making any amendments, such as additions or deletions of contents, as you deem necessary. 
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To the Patient

Handling of Patient Information Registered in Sirturo® Eligibility Confirmation System (Sample)

Background
You, the patient, have a disease called “multidrug-resistant tuberculosis” or MDR-TB. MDR-TB is a form of pulmonary tuberculosis that emerges when rifampicin and isoniazid, the main drugs used to treat TB, are no longer effective against the TB strain (the strain has become “resistant” to the drugs). When these two drugs are no longer effective, then treatment becomes very complicated and requires more time to complete. 
[bookmark: _Hlk81338699]Sirturo® is a drug effective against MDR-TB. However, if it is not used properly, the TB bacteria will develop resistance also to Sirturo®, making treatment even more difficult. 
To ensure that Sirturo® is used properly, it is necessary for information, etc. on the doctors, hospitals, and patients to be registered into system managed by Janssen Pharmaceutical K. K. and KYORIN Pharmaceutical Co., Ltd. called the Sirturo® Eligibility Confirmation System (hereinafter, “the System”) to be used by third party experts for providing advice to doctors.   
You may receive treatment with Sirturo® only after you have read, understood, and agree with the prescribed handling of patient information registered in the System.

1. Information on registered patients
The information on patients registered in the system include age, gender, weight, area of lesions, TB treatment history, concomitant (coexisting) diseases, medicines used in the past, currently used medicines, risk of treatment discontinuation, method used to confirm that patient is taking medication, scheduled surgery, cavitation (holes in lungs), risk of QT interval prolongation (family history, QT prolongation risk factors) and various laboratory results. If you would like more details on the laboratory results stored in the system, please ask “name of physician and/or hospital”.  

2. Purpose of registering patient information
The patient information registered in the System will:
· Be used for the purpose of confirming whether or not the use of Sirturo® Tablets is appropriate for you. 
· Not be used for any other purpose.
· Be safely and properly managed by Janssen Pharmaceutical K.K. and KYORIN Pharmaceutical Co., Ltd. so as to secure patient privacy

3. Parties with access to the information
The following parties will have access to the patient information registered in the System. 
· Janssen Pharmaceutical K.K.
· KYORIN Pharmaceutical Co., Ltd.
· Sirturo® Eligibility Confirmation Committee*

*The committee is made up of doctors specializing in TB and cardiovascular areas and they will determine whether or not it is appropriate for a patient to use Sirturo® Tablets. 
If you have read and consent to the prescribed handling of information registered in the System, please provide your signature on the following page.


●●● Hospital
Hospital Director:　　　●　●　●　●
Address ●●●●●●●●●●●●●●
Tel: ●●●-●●●-●●●●
 

Consent form regarding the handling of patient information registered in the Sirturo® Eligibility Confirmation System 



●●●●, Hospital Director
●●● Hospital

[To be filled out by the Patient]
Prior to receiving treatment with Sirturo® Tablets, I have been explained and do sufficiently understand the registration and handling of my information in the Sirturo® Eligibility Confirmation System and hereby consent to having my information registered. 

Consent date (yyyy/mm/dd):	　　　/	/	

	Patient signature:        　　　　　　　　　　　　　　　                                        

　　　　　　　　　　　　　　　  

	

	　　　　　　　

(To be filled out by Attending Physician)
Explained on (yyyy/mm/dd):　　　   /           /       	  

	Hospital name: ●●● Hospital　　　　　　　　　　　　　　　　　　　

	Physician signature or seal:　　　　　　　　　　　　　　　　  
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