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Thank you for taking the time to fill out this questionnaire. Sherpa Clinical Packaging acknowledges that due to the nature of clinical study design and the clinical packaging, not all of the following questions may apply.  However, please provide as much detailed information as possible.  A thorough understanding of the design of your study will allow us to respond with an accurate project proposal.  All information provided will be treated with strict confidentiality.

Please return form to Mark Paiz – mpaiz@sherpaclinical.com


	1. COMPANY INFORMATION 

	Company Name
	[bookmark: Text44]     

	Contact Name
	[bookmark: Text45]     

	Contact Title
	[bookmark: Text46]     

	Address
	[bookmark: Text47]     

	Phone
	[bookmark: Text48]     

	Fax
	[bookmark: Text49]     

	E-Mail 
	[bookmark: Text50]     





	2. SERVICES REQUESTED 

	
[bookmark: Check53]|_| Primary/Secondary Labeling   |_| Re-labeling   |_| Over-labeling   |_| Kit design  |_| Kit assembly   

|_| Pouching   |_| Kit Randomization    |_| Label design    |_| Label translation  

 Procurement:   |_| Comparator drug    |_| Rescue medication   |_| Ancillary supplies  

[bookmark: Text51]                           |_| Other(s)      

	
|_| Storage      |_| Distribution      |_| Return Drug Accountability      |_| Destruction   


[bookmark: Text52]|_| Other(s)      










	3. CLINICAL STUDY DESIGN 

	Type
	
|_| New     |_| Re-supply  |_| BA/BE study   |_| Stability


	Phase
	
|_| I     |_| II     |_| III   |_| IV


	Design
	|_| Open     |_| Single-blind     |_| Double-blind      |_| Lead-in Phase     |_| Wash-out Phase

	Countries
	
|_| US      |_| EU      |_| Rest of the World (ROW) countries 

List EU/ROW countries: 
[bookmark: Text53]     





	

No. of sites per country


	[bookmark: Text54]     

	No. of subjects
	[bookmark: Text55]     

	Treatment arms
	[bookmark: Text56]     

	Treatment ratio
	[bookmark: Text57]     

	Dosing frequency
	[bookmark: Text58]     

	Treatment duration
	[bookmark: Text59]     

	Enrollment period
	[bookmark: Text60]     

	Study  start date
	     

	Study end date
	     

	Documentation
	
[bookmark: Text62]Clinical Study#      

Clinical protocol/synopsis available               |_| Yes     |_| No

[bookmark: Text63]Other(s); specify      


	Comments
	
[bookmark: Text64]     








	4. DRUG PRODUCT DESCRIPTION

	Product Name
	[bookmark: Text65]     

	Therapeutic Area
	[bookmark: Text66]     

	Dosage
	
[bookmark: Text67]Dosage Form:                                                                              

[bookmark: Text68]Dosage Strength:      

Vial Dimensions (W x H):      

[bookmark: Text69]Packaging configuration (Please include primary packaging dimensional specs in order to determine label and carton dimensional requirements):       


	Classification
	
[bookmark: Text70]|_| Controlled substance, specify class:           |_| Biological     |_| Penicillin/Cephalosporin      

|_| Hazardous material    |_| Cytotoxic   


	Storage conditions
	
|_| Controlled Room Temperature (20-25°C)     |_| Refrigerated (2-8°C)     |_| Frozen (-20°C )
        
[bookmark: Text71]|_| Frozen (-70°C)     |_| Other     

[bookmark: Text72]Allowable excursions:      


	Product sensitivity
	
[bookmark: Text73]|_| Light     |_| Moisture, specify humidity limits (%RH)      


	Manufacturer
	

	Documentation
	
Certificate of Analysis                                                                      |_| Yes     |_| No

Certificate of Compliance                                                                |_| Yes     |_| No

Material Safety Data Sheet                                                             |_| Yes     |_| No

Stability data                                                                                    |_| Yes     |_| No

[bookmark: Text74]Other(s); specify      
                                    

	
Lot size

Expiry/Retest date
	[bookmark: Text75]     

	Comments
	
[bookmark: Text76]     


	*Attach additional sheets if required






	5. PROCUREMENT (COMPARATOR DRUG/RESCUE MEDICATION/ANCILLARY SUPPLIES)

	Product 1
	
[bookmark: Text77]Brand/Generic name:      

[bookmark: Text78]Manufacturer:      

[bookmark: Text79]Manufacturer item#:     

[bookmark: Text80]Quantity:      

[bookmark: Text81]Documentation:      



	Product 2
	
[bookmark: Text82]Brand/Generic name:      

[bookmark: Text83]Manufacturer:      

[bookmark: Text84]Manufacturer item#:     

[bookmark: Text85]Quantity:      

[bookmark: Text86]Documentation:      



	Product 3
	
[bookmark: Text87]Brand/Generic name:      

[bookmark: Text88]Manufacturer:      

[bookmark: Text89]Manufacturer item#:     

[bookmark: Text90]Quantity:      

[bookmark: Text91]Documentation:      



	Product 4
	
[bookmark: Text92]Brand/Generic name:      

[bookmark: Text93]Manufacturer:      

[bookmark: Text94]Manufacturer item#:     

[bookmark: Text95]Quantity:      

[bookmark: Text96]Documentation:      



	*Attach additional sheets if required






	6. LABELING

	
Labels supplied by:   |_| Sherpa  |_| Client

Randomization supplied by:   |_| Sherpa  |_| Client

[bookmark: Text97]Languages:     




	Label  type 1
	
|_| open |_| blinded  |_| one-panel  |_| two-panel |_| booklet  |_| blinded panel |_| auxiliary label

[bookmark: Text98]|_| Other                                                                               

|_| Sequential             |_| Randomized

[bookmark: Text99]Quantity:     

[bookmark: Text100]Sample required:     

	Label  type 2
	
|_| open |_| blinded  |_| one-panel  |_| two-panel |_| booklet  |_| blinded panel |_| auxiliary label

[bookmark: Text101]|_| Other                                                                            

|_| Sequential             |_| Randomized

Quantity:      

[bookmark: Text125]Sample required:     


	Label  type 3
	
|_| open |_| blinded  |_| one-panel  |_| two-panel |_| booklet  |_| blinded panel |_| auxiliary label

[bookmark: Text102]|_| Other                                                                              

|_| Sequential             |_| Randomized

[bookmark: Text103]Quantity:     

[bookmark: Text104]Sample required     :


	Label  type 4
	
|_| open |_| blinded  |_| one-panel  |_| two-panel |_| booklet  |_| blinded panel |_| auxiliary label

[bookmark: Text105]|_| Other                                                                           

|_| Sequential             |_| Randomized

[bookmark: Text106]Quantity:     

[bookmark: Text107]Sample required:     


	*Attach additional sheets if required







	7. KIT DESIGN

	
Brief description

[bookmark: Text126]     









  




	Kit  type 1
	
|_| Layout / configuration attached 

                                                                         
[bookmark: Text108]Quantity:     


	Kit  type 2
	
|_| Layout / configuration attached

                                                                         
[bookmark: Text109]Quantity:     


	Kit  type 3
	
|_| Layout / configuration attached 

                                                                         
[bookmark: Text110]Quantity:     


	Kit  type 4
	
|_| Layout / configuration attached 

                                                                         
[bookmark: Text111]Quantity:     


	*Attach additional sheets if required













	8. SAMPLE REQUIREMENTS

	Identity test samples
	
|_| Required            |_| Not required 

                                                                  
[bookmark: Text112]Quantity:     


	Retain samples
	
|_| Required            |_| Not required 

                                                                
[bookmark: Text113]Quantity:     

Storage location: |_| Sherpa            |_| Client


	Stability samples
	
|_| Required            |_| Not required 

                                                                
[bookmark: Text114]Quantity:     


	Mock samples
	
[bookmark: Check51]|_| Required            |_| Not required 

                                                                
[bookmark: Text43]Quantity:     


	
Comments

	     







	9. DISTRIBUTION

	Responsibility
	
|_| Sherpa            |_| Client      |_| Third party 
                                                               

	Countries
	
|_| US    |_| EU    |_| Rest of the World (ROW) countries 

[bookmark: Text115]List EU/ROW countries:      




	IVRS/IWRS system
	|_| Yes    |_| No

	Depot requirements
	
|_| US depot   |_| EU depot   

[bookmark: Text116]|_| ROW country depot; specify      


	No. of sites per country
	

[bookmark: Text117]     


	
No. of shipments per site (estimated)

	[bookmark: Text118]US                

[bookmark: Text119]EU        

[bookmark: Text127]Rest of the World (ROW) countries      


	Shipping conditions
	
|_| Ambient   |_|Controlled Room Temperature (20-25°C)     |_| Refrigerated (2-8°C)     

[bookmark: Text120]|_| Frozen (-20°C )  |_| Frozen (-70°C)     |_| Other      
        
[bookmark: Text121]Allowable excursions:     


	Shipper /pack out configuration
	
[bookmark: Text122]     


	Pre-qualified shipper
	|_| Required            |_| Not required

	Temperature monitor
	|_| Required            |_| Not required

	Documentation
	
Blinded Shipment        |_| Yes  |_| No

Packing Slip                  |_| Yes  |_| No

Pro-forma invoice         |_| Yes  |_| No

[bookmark: Text123]Other; specify      
 

	
Comments

	[bookmark: Text124]     




	10. SIGNATURE

	Signature
	(Sign Here)

	Name (Print)
	(Type Name Here)
	[bookmark: Text18]Date:(Type Date Here)
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