
DISCOVERY RESEARCH DEVELOPMENT PRECLINICAL
IND SUBMISSION
(CMC) Phase I Phase II Phase III BLA SUBMISSION

COMMERCIAL  
PRODUCT

DISCOVERY SUPPORT

2D Gel Protein Separation & Identification

Protein / Peptide Structural Characterization

Protein / Peptide Sequence Determination

Immuno-based Activity Screening

  

DEVELOPMENT & LOT RELEASE SUPPORT

Structural Characterization

Reference Standard Characterization

Method development & qualification

Method validation

Stability testing

Formulation services

Purity testing

Bioactivity / efficacy testing

Gmp lot-release testing

PROCESS / MANUFACTURING SUPPORT 

Process equivalency (comparability) studies

Impurity determination

Residual determination

Cleaning validation

Raw material release testing

Process development consulting & services

REGULATORY SUPPORT SERVICES

Product development consultation

Cmc consultation

Phase-specific compliance consultation

Commercial lot-release program consultation

THE CRITICAL PATH:  F inding Solutions

www.bluestreamlabs.com   		  1 .781 .932.8400 


