
Pre-IND CMC Checklist for 
Regulatory Success

Ensure your Chemistry, Manufacturing, and Controls 
(CMC) documentation is fully prepared for a successful 
Pre-IND submission, regulatory review, and early clinical 
trial readiness.

Critical Quality Attributes (CQAs) & Control Strategy

Raw Materials & Component Traceability

1

Have all key CQAs (e.g., identity, purity, potency) been identified?

Are CQAs scientifically linked to the gene therapy product’s mechanism of action?

Are CQAs supported by appropriate analytical data and justification?

2

Are all raw materials listed with grade, source, and supplier details?

Is information on any animal- or human-derived materials (e.g., serum, enzymes) 
disclosed and justified? 

Are representative Certificates of Analysis (CoAs) and test methods provided?

Are donor eligibility and traceability procedures described (especially for 
autologous/allogeneic cells)?

Banking Systems (if applicable)3

Are Master and Working Cell Banks (MCB/WCB) characterized and tested for 

identity, purity, adventitious agents?

Are sequencing and genetic stability data provided for plasmids or viral vectors?

Are microbial, viral, or genetically modified cell banks qualified per regulatory 
expectations?
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Manufacturing Process & Comparability Planning4

Is the DS/DP manufacturing process described with narrative and flow diagrams? 

Are in-process controls and in-process tests defined?

Are batch definition, scale, and pooling practices explained?

Are operating parameters (e.g., time, pH, temperature) specified?

https://ergomedcro.com/


Potency Assay Development

Analytical Procedure Validation

Specifications

Stability & Shelf-Life Planning

5

6

7

8

Is your potency assay relevant to the mechanism of action?

Have you considered both in vitro and in vivo assay correlations into biological 
activities?

Are early-phase assay data provided or planned?

Are methods suited for phase of development and regulatory purpose 

Are validation or qualification data included for specificity, accuracy, precision, and 
robustness? 

Is your bridging plan in place if methods evolve during development?

Is the assay sensitive enough to detect changes during process comparability?

Have acceptance criteria been based on, product knowledge, regulatory requirement 

acceptable limits, and Phase-appropriate standards?

Are specifications linked to quality attributes: identity, purity, potency, and safety?

Are test methods described or referenced, with rationale for each?

Is there a plan to refine and tighten specifications in later phases?

Is your stability program designed to support proposed shelf life and storage?

Are both long term and accelerated studies underway as planned?

Is stability data provided to support proposed shelf-life and storage conditions?

Best Practice:  
Align your CMC planning with the Target 
Product Profile (TPP) from the start.

Need expert guidance? 
Contact Ergomed for CMC and regulatory support.

https://ergomedcro.com/contact-us/

