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To Whom It May Concern: 

MSD is committed to the disclosure of results for interventional clinical trials conducted in the EEC per the requirements of Commission Guideline 2012/C 302/03.  The trial listed below was registered by Imago BioSciences, Inc.with the EudraCT database but results have not yet been posted due to critical database issues which lead to a delay in final data availability for disclosure.  Merck is now the new sponsor/ IND holder of this trial and the responsible party for this results disclosure compliance objective. 
 
However, due to these data delays, results cannot be posted within the 1-year anniversary of the End of Trial date, 08-March-2023; Results shall be posted as soon as ready, but no later than by end of this year – December 2023, to match the timeline for results posting on ClinicalTrials.gov per the NIH.  

Please consider this as a memo to file to document this results extension through the end of this year, December 2023, to post the final study results on EudraCT:   
 
	EudraCT#
	Study Title:
	Sponsor Name

	2018-003811-23
	A Multi-Center, Open Label Study to Assess the Safety, Steady­ State Pharmacokinetics and Pharmacodynamics of IMG-7289 in Patients with Myelofibrosis
	Imago BioSciences, Inc.



Please refer to the www.ClinicalTrials.gov record with the below documented extension request, which was approved by the NIH through December 2023: IMG-7289 in Patients With Myelofibrosis - Full Text View - ClinicalTrials.gov
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Delayed Results Posting Form Details

Delay Results Type:* Extension

Not Appiicable
Intervention Names:

Not Appiicable
FDA Application Number(s):

“ Requested date is required when delay s due to extension

Requested Submission Date: December 2023

“Explanation is required when delay s due to extension.
Reminder: explanation will be made public.

Significant delays occurred with the database (DE) and table generation following identification of errors refated to entry.
of informed consent versions leading to mis-categorization of study drug starting dose for multiple patients. The DB
was unlocked o correct, document and verify the data to enable regeneration of tables with patients categorized by
correct starting dose. Additionaly, table updates were needed to ensure appropriate feporting of safety and exposure

Explanation data for a UK patient taken off-study after a prolonged oft-ireatment period due to logistical challenges posed by the.
COVID-19 pandemic and subsequently re-enrolled with a difierent ID.

‘These issues resulted in delayed availability of data and final reports, not allowing suffcient time to accurately and
thoroughly interpret and contextualize safety and tolerabilty analyses of final data.

We request a 9-month extension to post CTP-102 study resuls by the end of 2023. Resuls will be posted as soon as
possible
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                          To Whom It May Concern:      MSD is committed to the disclosure of results for  interventional clinical trials conducted in the EEC per the  requirements of Commission Guideline 2012/C 302/03.  The trial listed below was registered   by  Imago  BioSciences, Inc. with the Eud raCT database   but  results have not yet been posted due to  critical  database  issues which lead to a delay in final data availa bility for disclosure.    Merck is now the new sponsor/ IND holder  of this trial and the responsible party for this results disclosure compliance objective.        However, due to these data delays , resul ts cannot   be posted within the 1 - year anniversary of the End of Trial  date, 08 - March - 2023;  Results shall be posted as soon as ready, but no later than by end of this year  –   December 2023 , to match the timeline for results posting on ClinicalTrials.gov per  the NIH.        Please consider this as a memo to f ile to  document  this results   extension through the end of this  year ,  December 2023 ,   to post the  final study results   on EudraCT :            

EudraCT#  Study Title:  Sponsor Name  

2018 - 003811 - 23  A Multi - Center, Open Label  Study to Assess the Safety, Steady­  State Pharmacokinetics and Pharmacodynamics of IMG - 7289 in  Patients with Myelofibrosis  Imago BioSciences, Inc.  

  Please refer to the  www.ClinicalTrials.gov   record with the b elow documented  extension request,   which was  approved by the NIH   through   December 2023 :   IMG - 7289 in Patients With Myelofibrosis  -   Full Text View  -   Clin icalTrials.gov      
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