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A separate Word version of the Table for Assessment of MIDD Evidence is provided below. See the ICH M15 Guideline for additional details, including how to derive these elements and guidance with respect to regulatory interactions and submissions.
The definitions, instructions, and footnotes in the table are intended to aid completion; they are not required to be included if the table is provided in regulatory interaction and submissions.
TABLE FOR ASSESSMENT OF MIDD EVIDENCE
	Item
	Definition
	Instruction
	Entry

	Key Assessment Elements
Key assessment elements are expected to be included in the assessment table regardless of whether it is used at planning or submission stages.

	Question of Interest1
	The question that MIDD is intended to answer.
	Explicitly state the question of interest. This should reflect and inform multidisciplinary assessments and regulatory decision-making. 
	

	Context of Use
	The role and scope of the model(s) used to answer the question of interest.
	Provide a concise, clear, and explicit description of the model, its role and scope, and the data used to build the model. In addition, discuss any additional data or evidence that will inform the answer to the question of interest.
	

	Model Influence
	The intended weight of the model outcomes in decision-making considering the contribution of additional data or evidence.
	Describe the model influence; rate it as low, medium, or high; and provide a justification for the rating.
	

	Consequence of Wrong Decision
	The potential negative effect (e.g., on patient safety and/or lack of efficacy) resulting from an incorrect decision based on all available information. 
	Describe the consequence of a wrong decision; rate it as low, medium, or high; and provide a justification for the rating.
	

	Model Risk2
	The contribution of the model outcomes to a possible wrong decision and subsequent potential undesirable consequences.
	The model risk is derived by combining model influence and consequence of wrong decision. Describe the model risk; rate it as low, medium, or high; and provide a justification for the rating.
	

	Model Impact
	The extent to which the proposed MIDD strategy varies from regulatory standards, or expectations when no regulatory standard is in place, for answering the question of interest.
	Describe the model impact; rate it as low, medium, or high; and provide a justification for the rating.
	

	Additional Considerations for Interaction with Regulators and to Inform Decision‑making
MIDD Planning Stage3
The following items/rows are to be completed at the MIDD planning stage:

	Technical Criteria
	Key criteria for evaluating the model and model outcomes, and that are needed to inform MIDD evidence acceptance, contributing to the answer to the question of interest.
	Provide a clear and concise description of, and rationale for, the technical criteria, which are specific to the question of interest.
	

	Appropriateness of Proposed MIDD
	The rationale for why the proposed MIDD is suitable to answer the question of interest.
	Provide a brief discussion of why and how the proposed MIDD is considered appropriate for answering the question of interest, taking into account aspects of the key assessment elements and including information on how the technical criteria are suitable to ensure the appropriateness.
	

	MIDD Evidence Submission Stage
The following items/rows are to be filled at the MIDD evidence submission stage:

	Evaluation of Model(s) and Model Outcomes
	A brief discussion of the key results and conclusions of the technical evaluation4 of the model and model outcomes.
	Provide a concise summary of the technical evaluation of the model and model outcomes and describe how they fulfill the technical criteria.
	

	Outcome of the MIDD Evidence Assessment5
	The multidisciplinary team’s assessment and conclusion on whether the model outcomes are considered MIDD evidence.
	Provide a concise multidisciplinary assessment and conclusion of whether the model outcomes are considered MIDD evidence. This should integrate all of the assessment elements. 
Also provide a concise summary of the MIDD evidence related to the question of interest. 
	

	Note: This table should be used to provide concise information. Details should be provided in appropriate supportive documents (e.g., in a MAP or regulatory interaction background materials).
1	If MIDD is planned to answer different questions of interest, it is recommended to use separate tables for each question.
2	Model risk should be interpreted in the context of answering a specific question of interest and is not to be perceived as a risk intrinsic to MIDD or M&S.
3	These items should also be provided at the MIDD evidence submission stage.
4	Using the principles of model evaluation described in Section 3, with specific focus on technical criteria.
5	“Assessment” in this context does not refer to any regulatory review activities or processes.
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