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(Form to be printed on hospital/institution headed paper with CR-UK included)
Site Name: <<insert site name or site number>>
Patient Study ID: <<insert patient study number>>
Name of Patient: <<insert patient name>>
PREGNANCY MONITORING CONSENT FORM  

(for partners of study patients)

Name of Study: ANIMATE
A phase II study of nivolumab monotherapy in patients with relapsed/refractory Hodgkin lymphoma fit for autologous stem cell transplant who fail to reach metabolic complete remission after first or second line salvage therapy
Name of Principal Investigator: <<insert name of Principal Investigator>>
IRAS No.: 216147
  
Please initial box
	1.
	I confirm that I have read and understand the information sheet dated ……… (version ....) and that the reasons for collecting these data have been explained to me. I have had the opportunity to consider the information, ask questions and have had these answered satisfactorily.


	

	2.
	I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason, without my, or my partners, medical care or legal rights being affected.


	

	3.
	I understand that relevant sections of my medical notes and data collected regarding my pregnancy may be looked at by appropriate individuals from the Cancer Research UK & UCL Cancer Trials Centre, Bristol-Myers Squibb Pharmaceuticals Ltd, the study sponsor, University College London and its representatives, regulatory authorities, or from the NHS Trust/Health Board where it is relevant to my taking part in this research.  I give permission for these individuals to have access to my records.

	

	4.
	I voluntarily agree to provide the requested information.
	


	Name of pregnant partner
	  Date
	Signature

	__________________________
	  __________
	________________________

	
	
	

	Name of person taking consent

(designated responsible person)
	  Date
	Signature

	__________________________
	  __________
	____________________________




When completed:  Take 2 copies.  Original and 1 copy to be kept in medical notes and investigator site file, and a copy to be given to the partner of the trial patient.  
Data Protection Act Legislation: This research project is registered with the UCL Data Protection Officer as required by the General Data Protection Regulation (EU 2016/679) and UK Data Protection Act 2018.  The information collected for this research project, as described in the pregnancy monitoring information sheet, will be used for medical research purposes which are in the public interest, and will be stored and disposed of in a secure manner. 
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