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	Phase 2, RandomizedDouble-blind, Placebo-controlled Study to Evaluate the Efficacy, Safety, Tolerability, and Pharmacodynamics of Intrathecally Administered ALN-APP in Patients with Cerebral Amyloid Angiopathy (CAA)

Study Drug: 
ALN-APP-002 and Placebo

R&I Study Number:
GC24ST418

	Cerebral Amyloid Angiopathy (CAA)
	Investigational Product
	Yes, made in pharmacy and ordered on named-patient basis on agreed request form.
	No - ordered on named patient basis from Aseptic Pharmacy RHC.
	100mg administered as a 20ml volume / bolus over 2-3 minutes, once every 6 months as per study protocol (20ml CSF removed prior to administrat-ion) 20ml volume / bolus over 2-3 minutes, once every 6 months (20ml CSF removed prior to administrat-ion)


	100mg every 6 months
























	Via GGC Medicines, Medicines Policy webpage for GGC policy and register. 
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	N/A
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The study is ALN-APP-002, R&I GC24ST418, Sponsor: Alnylam, PI: Keith Muir, Administering physician: Chris Hawthorne. The IP is ALN-APP formulated as 60mg/mL in IT compatible solution for IT delivery via a bolus LP. The study will have a double-blinded period (placebo controlled) and an open-label period. The dose is fixed: 100mg administered as a 20ml volume once every 6 months as per protocol and it will be prepared in the aseptic. The IP is investigated for Cerebral Amyloid Angiopathy (CAA) in a Phase II set-up. Natalie Rodden has been confirmed as Nominated Nursing Lead for this study.
