

	Pregnancy Testing Documentation

	Study Title:

	IRB #:
	PI Name: 

	Participant ID: 



	GENERAL INSTRUCTIONS – delete this box from the completed form.  Red text represents instructions to you – to be deleted from the final version.	Comment by CRRO: Delete this instruction box before using. 

Delete all margin comments before using. 

All information and prompts are editable and should be edited based on study specific needs.

If something is not applicable or relevant to your study, delete it.

Assistance on editing these tools is available from the CRRO by requesting a consultation.

NOTE: This form is designed to be a starting point on the Pregnancy Testing Documentation. Update it as necessary for your specific study. 

· This form is only necessary if documentation of procedure completion is not available anywhere else in study records AND results are not documented in a case report form, data collection form, or in the study database. This form is only meant to provide space for documentation if this information does not appear anywhere else in the study records. 
· Delete the CRRO template version date and add in the study-specific version date of this document. 



	Pregnancy Testing Completed Per Protocol

	Yes
	Type of Test
☐ Urine – results completed by clinical laboratory
☐ Urine – dipstick read by clinically-licensed research staff          
☐ Blood
	Results	Comment by CRRO: Update to study specific result requirements. For example – actual hCG levels.
☐ Pregnant          ☐ Not Pregnant
☐ Inconclusive, repeat test required
	Date of Test: ____________
Time of Test: ____________

	· 
	Results Located:

	No
	Explain why pregnancy testing was not completed per protocol on a participant requiring testing: ________________________________
_______________________________________________________________________________________________________________
_______________________________________________________________________________________________________________

	Not Applicable	Comment by CRRO: A protocol should include specific groups of participants that a pregnancy test is not required on – otherwise, a pregnancy test should be done on all participants. These are only options/examples and should be updated per study protocol. This row should be deleted if the protocol does not include information about who doesn’t need to do testing. 
	Unable to become pregnant due to surgical means
☐ Hysterectomy
☐ Salpingectomy
☐ Oophorectomy
☐ Tubal Ligation
☐ Other surgery, specify: ___________________
Date of Surgery: _________________________
	☐ Considered Post-Menopausal
Date of Last Menstrual Period __________________________ 
	☐ Male
	☐ Other, specify why a pregnancy test is not required for this specific participant: __________________
____________________________
____________________________

	Study Staff Completing Pregnancy Test Procedure 
Printed Name: ______________________________________ Signature: __________________________________________________ Date: _____________
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