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USP Heparin Study Eligibility Questions

LABORATORY INFORMATION

Primary Contact:

Complete Mailing Address:

e-Mail Address: 
Phone Number:

Fax Number:

Is your laboratory part of:

[ ] Industry

[ ] Regulatory agency

[ ] Academia

[ ] National Measurement Institute

[ ] Other standard setting organization

UNFRACTIONATED HEPARIN MANUFACTURING AND TESTING
1. What does your company manufacture (check all that apply)?


Crude heparin
[  ]

Finished heparin API
[  ]

Heparin drug product
[  ]
None
[  ]
2. How do you classify your company?


Crude heparin manufacturer



[  ]

API manufacturer




 
[  ]

Heparin supplier, not manufacturer


[  ]

Heparin drug product manufacturer


[  ]

Contract Testing lab for Heparin


[  ]
Heparin device manufacturer



[  ]

Other (please specify)…………………………
[  ]
3. Do you manufacture or test heparin intended for the US market?


Yes
[  ]



No
[  ]
4. If “No” to Question #3, for what regions/countries do you manufacture or test heparin?  

Please specify Region/Country ………………………

5. Do you comply with USP Heparin Sodium or Heparin Sodium Injection monographs?


Yes
[  ]



No
[  ]
6. Do you use USP compliance as part of your labelling? (eg Heparin Sodium, USP)?


Yes
[  ]



No
[  ]

N/A
[  ]

7. Are you willing to test heparin API batches using proposed Protein Impurities and Nucleotidic Impurities method?


Yes
[  ]



No
[  ]
8. If “Yes” to Question #7, how many batches could you test by the deadline of  February 1, 2012?  (Ideally USP would like data from a minimum of 10 batches from each participant)
Please estimate number of batches              ________________
QUALITY ASPECTS

9. Does your laboratory operate under one of the following quality systems?


cGMP 
[  ]


cGLP

[  ]


ISO

[  ]


None

[  ]

If the answer to question 9 is “None”, please proceed to questions 10 through 14.  For any other answer you have now completed our eligibility questions.
10. Do you routinely qualify your methods?


No
[  ]



Yes
[  ]

Please specify basis for this:
_________________________________________________________

_________________________________________________________
11. Do you routinely validate your methods?


No
[  ]



Yes
[  ] 

If Yes Based on:







ICH Q2A 

[  ]







USP <1225>
[  ]







EP


[  ]

12. Do you perform IQ/OQ/PQ on your instrumentation?

No
[  ]



Yes
[  ]          
If Yes, How often             ____________
13. If answered “Yes” to 12, who performs the IQ/OQ/PQ on your instrumentation

           Internal Staff Personnel


            [  ]


Manufacture’s Service Representative             [  ]


Qualified 3rd Party Contractor                          [  ]

14. Do you qualify the reagents you use?


No
[  ]



Yes
[  ]
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