DESCRIPTIVE INFO ABOUT THE CUSTOMER 
Name: ______________________________________

Title: _______________________________________

Institution: ___________________________________

Laboratory statistics
· Number of samples run annually

· 1st trim.

· 2nd trim.

· Which analytes in use (FPR & DR dependent on analytes) 

· 1st trim.

· 2nd trim. 

· Description of Present Screening program (1st  2nd,  Integreated, Contingent, Sequential)  

· False Positive Rate and Detection Rate of the present screening programs (NT included or not?)
· Used cut-off 
· Success rate for getting outcome information 
· At what pregnancy week samples are collected (% of samples at each week)

· How pregnancy weeks are determined? (% of LMP and scan )

· (Screening/amnio acceptance rate)
Present system used in the area of survey

· Instrument:
· Chemistry:
· Software:
· links to the main laboratory etc

How the samples are collected, handled, stored?

What type of primary and secondary tubes are used?

How quickly the results are being reported and to whom (midwife, Obs.&Gyn., GP, patient etc.)?
Regulatory environment

· QRS

· CLIA

· CE

· FDA

· FMF

· National Screening Policy etc

· Something else – what? 

What are the criteria when taking a new system/analyte into use

· Technical (i.e. DR, FPR, analytical sensitivity etc)

· Economical (cost per screen, reimbursement)

· Political (National recommendations, opinion leaders, CPT code)

___________________________________________________________________________________

Add a validation protocol the customer is running when evaluating a new system/product, if available

How are new medians being set-up?

___________________________________________________________________________________

Any changes foreseen in the area of screening overall/in the customer’s laboratory?

SURVEY QUESTIONS

How do you rate your present system?

⁯
Excellent

⁯
Good

⁯
Fair

⁯
Poor

Why? 

___________________________________________________________________________________

___________________________________________________________________________________

Which of the features of the product are the most important to you?

Rate the most important features from 1 to 10, one being the most important and 10 being the least important.

Check 5 of the features that are not important for you.
⁯
Low lot-to-lot variation

⁯
Low within-run variation

⁯
Good sensitivity

⁯
Good recovery

⁯
Good linearity

⁯
Wide measurement range

⁯
Good correlation to the existing systems

⁯
Low carry over

⁯
Low false positive rate/compliment of the specificity (of a    
screening program or analyte)
⁯
High detection rate/clinical sensitivity (of a screening 
program or analyte)
⁯
Ease of use

⁯
Good service

⁯
Low price

⁯
Pre-set median values

⁯
Assay suitable for serum samples

⁯
Assay suitable for plasma samples (heparin, EDTA)

⁯
Assay suitable for whole blood

⁯
A right sample volume

⁯
Barcodes available

⁯
Assay suitable for clot activator tubes

⁯
No sample dilution needed

⁯
Factory defined calibration curve available

⁯
Short total assay time

⁯
Reagents in ready-to-use form
⁯
Long self life of a kit

⁯
Long stability of opened kit

⁯
Reagent storage temperature convenient

⁯
Able to make several runs from a single kit

⁯
Kit package size fits to laboratory routines
⁯
Product fulfils the regulatory requirements

⁯
Product is safe to use

⁯
Product is environmental friendly

⁯
Product fits to the present laboratory infrastructure

⁯
Good instructions and labeling e.g. local language

⁯
Reduced labor need

⁯
Reliable supplier

⁯
Automated system

⁯
Clinically proven/theoretically proven

⁯
No sample interference

⁯
Commercially available controls
⁯
Maintenance easy to perform and takes little time

⁯
Sample loading: both primary and secondary samples 
accepted; racks available for different size tubes

⁯
Easy to check sample progress during a run

⁯
Results flagged if reading or pipetting problems

Quantify the 10 most important features rated above, e.g. low lot-to-lot variation is 5% - state also how you define CV% i.e. how many replicates etc.
If you think you would implement this new product into your screening program what would be the necessary features without which you would not implement a new system/product
 Quantify e.g if you regard lot-to-lot variation to be one of the criteria to make a decision whether to  implement the assay to your screening program, your decision is that if it is higher than 15%, you are not going to accept it.
___________________________________________________________________________________

___________________________________________________________________________________

What platform is preferred

⁯
DELFIA (single/multilable)

⁯
AutoDELFIA

⁯
DELFIAXpress

⁯
Other

Why?

___________________________________________________________________________________

___________________________________________________________________________________

Would the implementation need any changes to the present screening practice?

⁯
Yes

⁯
No

If yes, please describe the needed changes

___________________________________________________________________________________

___________________________________________________________________________________

Do you see any risks or preventing factors (human, technical, political) in starting to use the new product?

⁯
Yes

⁯
No

If yes, please describe the needed changes

___________________________________________________________________________________

