


	Patient Name:	
	MRN Number: 

	Date of Birth:  
	NHS Number:

	Hemgenix Baseline Medical Assessment Form 
	



Patient Demographics
	[bookmark: _Hlk189559378]Full Name (include Middle Name):
	

	Date of Birth:
	

	NHS Number:
	

	NHD ID:
	

	Registered Centre:
	

	GT Hub Centre:
	

	Date of referral to Hub:	
	

	Gender:
	☐Male		☐Female

	Ethnicity:
	☐Black or African American
☐Asian
☐American Indian/Alaskan Native
☐Hispanic or Latino
☐White Caucasian
☐Native Hawaiian/Pacific Islander
☐Other (please specify):
☐Not available/not reported



Haemophilia History 
	Primary Haemophilia B Diagnosis Date:                       
Disease Severity at Diagnosis:
FIX Level at Diagnosis:			Date of Test: 
Please state units (IU/dl or IU/ml):
Mutation results:              
FIX Inhibitor: Positive/Negative
Date of Last Result:



Haemophilia Treatment Regimen (for 1 year before Hemgenix Treatment)
	Product
	Start Date
	Stop Date or Ongoing
	Dose IU
	Frequency
	As Needed/ Prophylactic

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	




Haemophilia Joint Disease 
	Target joints – current
	

	Joints with surgical interventions
	

	Osteoporosis
	☐ Yes		☐No

	Date of Dexa scan
	

	Physiotherapy assessment done  
	☐ Yes ☐No

	HJHS  
	☐ Yes ☐No



Transfusion transmitted infection 
	Hep B History: Yes/No			If Yes, Diagnosis Date:		Active/Inactive?
History of HIV infection: Yes/No		If Yes, Diagnosis Date:		Active/Inactive?    
Result of most recent HIV RNA PCR:		copies/ml         
Hep C History: Yes/ No			If Yes, Diagnosis Date:
Date of last HCV viral load:
Was HCV treated?			☐  Yes		☐ No     



Past Medical History 
Please document medical history (excluding HIV, HBV, HCV already entered), surgical history and start and stop date for one year prior to Hemgenix treatment:
	Medical History Term
	Start Date
	Stop Date or Ongoing
	Comments

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



Concurrent medications (for 1 year before Hemgenix treatment – please also use Con Med worksheet)
	Medication
	Route, Dose and Frequency
	Start Date
	Stop Date or Ongoing
	Indication

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Consumption records - if they have not been entered into Haemtrack for the year before Hemgenix treatment, please enter here
	Current Year – dates 
	Start:
	End:

	1. Total number of units consumed (inpatient, outpatient and home treatment use) 
	
	

	2. Of which home treatment (include home delivery and takeouts from the centre): 
	
	

	3. Hospital based treatment (include treatment for day case and inpatient activity):
	
	

	Year 1	
1) Total number of units consumed (inpatient, outpatient, and home treatment use): 		IU
2) Of which home treatment (include home delivery and take outs from centre): 			IU
3) Hospital based treatment (include treatment for day case and inpatient activity):		IU



Bleeds in the last year 
	Haemtrack used in the last year 
	☐ Yes
	☐ No

	App checked for bleed records 
	☐ Yes
	☐ No

	Number of bleeds in the last 12 months 
	
	

	Dates  
	Start:
	End:

	Joint bleeds – number 
	
	

	Soft tissue bleeding – number 
	
	



Bleeding episodes – if they have not been entered into Hemtrack for the year before Hemgenix treatment, please enter here
	Date
	Bleed Location

	
	

	
	

	
	

	
	

	
	

	
	



Treatment eligibility 

	Treatment eligibility 
Anti-AAV5 NAb titre test results: Positive/Negative and titre		Date of test:
Liver Imaging 
Date of Liver ultrasound	:	Result:	Normal ☐	Abnormal  ☐  - if Abnormal, specify below:

Date of Fibroscan:	Result:	Normal ☐	Abnormal  ☐  - if Abnormal, specify below:



 
Other relevant test results, if done
	ECG 
☐ Done ☐ Not Done  ☐ Not Applicable
Result:	Normal ☐	Abnormal  ☐  - If Abnormal, specify below:


	Date: 


	ECHO 
☐ Done    ☐ Not Done    ☐ Not Applicable 
Result:	Normal ☐	Abnormal  ☐  - If Abnormal, specify below:



	Date: 


	CT Scan  
☐ Done      ☐ Not Done      ☐ Not Applicable 
Result:	Normal ☐	Abnormal  ☐  - If Abnormal, specify below:



	Date: 





	Liver Biopsy (completed 1 year before Hemgenix treatment)                                   ☐ Done      ☐ Not Done      ☐ Not Applicable 
Result:	Normal ☐	Abnormal  ☐  - If Abnormal, specify below:



	Date: 





	MRI
☐ Done      ☐ Not Done      ☐ Not Applicable 
Result:	Normal ☐	Abnormal  ☐  - If Abnormal, specify below:



	Date: 







	ECHO 
 ☐ Done    ☐ Not Done    ☐ Not Applicable 
Result Normal   ☐ Abnormal ☐ -if abnormal specify below:



	Date:






	CT Scan  
☐ Done      ☐ Not Done      ☐ Not Applicable 
Result Normal  ☐ Abnormal  ☐ -if abnormal specify below:



	Date:







Liver Biopsy (completed 1 year before Hemgenix treatment )                                   Date:
 ☐ Done     ☐ Not Done    ☐ Not Applicable
Result Normal ☐ Abnormal   ☐ -if abnormal specify below:




	MRI 	                                                                                                                            Date:
☐ Done    ☐ Not Done       ☐ Not Applicable 
Result Normal ☐ Abnormal   ☐ -if abnormal specify below:


	



Signature: 
Date: 
Please scan and email this worksheet and copies of Clinical Safety Lab Reports to: susan.caldwell4@nhs.net



	Title: CSL Hemgenix Study
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