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Paragon Bioservices, Inc.

Prospective GMP Client Questionnaire
Paragon Bioservices, Inc.
801 W. Baltimore St.
Suite 401
Baltimore, MD 21201

t.
800.545.6569 / 410.975.4050 (8:30am to 5:30pm ET)
f.
410.605.2028
e.
pwills@paragonbioservices.com; jboehmer@paragonbioservices.com
i.
www.paragonbioservices.com


Thank you for taking the time to complete this questionnaire.  Please provide as much detail as possible regarding your prospective project.  This will ensure we are able to provide you with the most accurate proposal possible.  All of the information you provide Paragon will be kept in strict confidentiality.

General Information 
	Company Name:
	

	Date:
	

	Company Address:
	

	Business Contact:
	

	Technical Contact:
	

	How were you referred to Paragon?
	□  Paragon literature  
□ Conference/Tradeshow (please describe):

□ Business Reference (please describe):

□ Internet                      □ Other (please describe):




Project Description
	Current Stage:
	□ Pre-Clinical  □ Phase I   □ Phase II

	Please Describe Anticipated Project Milestones and Delivery Dates:
	IND Submitted? □ Yes □ No           Date Submitted/Target Date:

	
	Product (non-GMP)   Date:          Quantity:         

	
	Product (GMP)          Date:          Quantity:          Phase: □ I  □ II

	
	Product (GMP)          Date:          Quantity:          Phase: □ I  □ II

	Desired Project Start Date:
	


Product Information
	Product Name:
	

	API Category:
	□ Vaccine □ Protein □ Conjugate □ Fab/Mab □ Plasmid DNA                □ Other:

	API Description:
	

	Product Structure:
	

	Delivery Method:
	

	Clinical Indications:
	

	Projected Dosage:
	


Desired Scope of Work (check all that apply)
	Molecular Biology:
	□  Vector Construction  □  Strain Screening/Selection   □  n/a

	Cell Banking:
	□  Development Bank  □ GMP Master Bank  □ GMP Working Bank      □ n/a

	Fermentation/Cell Culture:
	□  Media Optimization  □ Feed Strategy Development                                 □  Induction Optimization □ Scale-up

	Primary Recovery:
	□  Development  □  Scale-up  □  GMP Manufacturing  □  n/a

	Clarification:
	□  Development  □  Scale-up  □  GMP Manufacturing  □  n/a

	Solubilization/Refold:
	□  Development  □  Scale-up  □  GMP Manufacturing  □  n/a

	Chromatography:
	□  Development  □  Scale-up  □  GMP Manufacturing  □  n/a

	Viral Reduction:
	□  Development  □  Scale-up  □  GMP Manufacturing  □  n/a

	Stability Studies required?
	□  Yes  □  No     If yes, please describe:

	Other (describe):
	


Targeted Results
	Target Expression:
	□  mg/L    □ g/L   (fermentation/cell culture)

	Target Production Scale:
	        L

	Downstream Target Recovery:
	       %

	Target Purity:
	       %


Expression System        (please describe current system)
	Host System:
	□  Bacterial   □ Yeast   □ Mammalian   □  Insect

	Cell Line/Strain:
	Has the starting material been tested for adventitious agents (mycoplasma, bacteriophage, etc.)?

	Expression Vector:
	

	Antibiotic Resistance Marker:
	□  Yes     □   No    If yes, please specify:

	Biologic Safety Level
	□  BSL-1   □  BSL-2     □ Other:

	Expression Location:
	□   Intracellular  □  Periplasmic  □  Secreted  □ Other (describe): 

	Product Form:
	□   Soluble  □ Inclusion Bodies □  Other (describe):


Fermentation/Cell Culture         (please describe current system)
	Production System:
	□  Fermentor/Bioreactor  □  Roller Bottle  □  Hollow Fiber                          □ Microcarrier   □  Shake Flask/T Flask   □  Disposable Bag System               □  Other (describe):

	Present Scale (working volume):
	

	Feed Strategy:
	□  Batch   □  Fed Batch    □  Perfusion

	Primary Recovery/ Clarification Method:
	□  TFF   □  Depth Filtration  □ Sonication   □  Centrifuge (describe): 

	Total Batch Processing Time:
	

	Hold Steps:
	 □  Yes     □  No                    If yes, please describe:

	Average Upstream Expression Level:
	□  mg/L   □  g/L

	Hazardous Materials/ Cytotoxins Used?
	□  Yes     □  No                    If yes, please describe:

	Batch Record(s) Available?
	□  Yes     □  No    If no, describe documentation available:

	GMP Cell Banks Available?
	□  Yes     □  No                 If yes, is it fully characterized?

	If GMP Cell Banking is required:
	  Vial size:        # of vials:                    Storage conditions:

	PFD:
	Please attach a process flow diagram, if available, or a brief narrative of current process.

	Is there anything you would like to change or optimize in your current process?
	□  Yes     □  No                    If yes, please describe:


Purification                       (please describe current system)
	Solubilization Method:
	Please describe:                                                                      □ n/a

	Refolding Method:
	□  Dilution  □  Diafiltration   □  Other:                              □ n/a

	Refold Volume:
	      L           Dilution Factor:                                                    □ n/a

	Filtration Operations:
	# of Operations:                    Please describe:

	Chromatography Operations:
	# of Operations:                    

	Hold Steps:
	 □  Yes     □  No                    If yes, please describe:

	Resins Used:
	□ IEX    □ HIC   □ CHT   □ Affinity  □ Other:

	Column Bed Heights:
	

	Linear Flow Rates:
	

	Elution Method:
	□ Linear    □ Step    □ Gradient

	Viral Clearance Steps:
	Please describe:                                                                         □ n/a

	Conjugation Steps:
	Please describe:                                                                         □ n/a

	Final Bulk Formulation:
	Please describe:                                                                         □ n/a

	Average Yield:
	       %

	Average Purity:
	       %

	Hazardous Materials/ Cytotoxins Used?
	□ Yes   □ No             If yes, please specify:

	Bulk Substance Storage Conditions:
	□ TBD   □ Established (describe):

	Shipping Condition Requirements:
	□ TBD   □ Established (describe):

	Do you have a preferred fill/finish vendor?
	□ Yes   □ No             If yes, please specify:

	PFD:
	Please attach a process flow diagram, if available, or a brief narrative of current process.

	Is there anything you would like to change or optimize in your current process?
	□  Yes     □  No                    If yes, please describe:


Analytical Assays (check all that apply)
	Analytical Method
	SOP Available?
	Development Required?
	In-Process Assay?
	Characterization Assay?

	Protein Concentration: □A280  □BCA □Other
	□
	□
	□
	□

	SDS-PAGE:

□ Reduced       □ Non-Red.
	□
	□
	□
	□

	IEF Gel
	□
	□
	□
	□

	Western Blot
	□
	□
	□
	□

	ELISA
	□
	□
	□
	□

	Size Exclusion HPLC
	□
	□
	□
	□

	Reverse Phase HPLC
	□
	□
	□
	□

	Host Protein
	□
	□
	□
	□

	Host DNA
	□
	□
	□
	□

	Glycosylation Pattern
	□
	□
	□
	□

	Product Activity
	□
	□
	□
	□

	Bioassay (Potency)
	□
	□
	□
	□

	Describe Bioassay:
	

	Other Assay (describe):
	

	Is Reference Standard Available?
	□ Yes   □ No     If no, is production of standard desired?   □ Yes □ No

	Is Reference Standard Fully Characterized?
	□ Yes   □No        If no, is characterization desired?    □Yes   □ No


Please attach applicable protocols for any analytical assays that you will be transferring to Paragon.
Raw Materials
	Approximate Number of Raw Materials:
	    □<25   □ 25-40     □40-60      □>60     □unsure

	# Non-Compendial Materials:
	   □1-3      □3-5         □5-7           □7-10      □unsure

	Level of Testing Required:
	   □ ID only    □ USP   □ EP     □ JP           □ unsure

	Are any raw material components of animal origin?
	□ Yes   □No                                                                                   If yes, are they certified BSE/TSE free?      □Yes   □ No



Please return this questionnaire by email or fax to the contact at Paragon from whom it was received.
Thank you for your time and interest in Paragon’s GMP manufacturing services.
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