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16 February 2023

Premature End of Trial
Investigational Product: 	SHP-607 Mecasermin rinfabate 
Protocol Code:		SHP607-203
Protocol Title:	“Long-Term Safety and Efficacy Outcomes Following Previously Administered Short-Term Treatment with SHP607 in Extremely Premature Infants”
EudraCT number:		2020-002726-84

During the second half of 2022, OHB was in the final stages of the transition of the SHP607 program from previous Sponsor; “Premacure AB, a wholly owned subsidiary of Takeda Pharmaceutical Company Limited”. 
As the revised OHB-607-202 protocol extends the study's observational arm through 24 months corrective age (CA), the SHP607-203 protocol was terminated at 24 months CA. These changes (for protocol OHB-607-202) are currently under submission to the regulatory authorities/ethics committees via substantial amendment. With this outcome, the decision was made to terminate clinical study SHP607-203, effective 05-Aug-2022, when all investigators/hospital sites were informed.     
The total number of subjects participating in the SHP607-203 protocol at the time of early termination was 25, broken down as follows US (11), UK (3), Italy (10), Israel (1).
The consequences of early termination for the evaluation of the results and for the overall risk benefit assessment of the investigational medicinal product (IMP) are not applicable, due to this study being purely observational without IMP.
Parent/ guardians of the trial subjects participating in the SHP607-203 trial at the time of early termination were invited back to perform the end of study examinations at the clinical trial site or via phone consultation.
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