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September 24, 2010 

AmniSure® ROM Test -- Troubleshooting Checklist/Questionnaire
The checklist below is intended to help troubleshoot AmniSure ROM Test, when doubts about its results arise.  Please fax or email the completed checklist to 617- 227-2489 or info@amnisure.com . It is useful to remember the following two points:

1. AmniSure is NOT a predictor of ROM. The test detects leakage of amniotic fluid into the vagina at a GIVEN POINT IN TIME.

2. Discrepancies between AmniSure results and the results of older techniques of ROM diagnosis are expected. There would be no need for introducing AmniSure, a next generation reliable technology, to provide the very same results that the old unreliable methods produce.

CHECKLIST / QUESTIONNAIRE   
	Facility Name: __________________________                        Contact Name:___________________________ 

Contact Phone #:________________________                        Contact Email:___________________________

AmniSure Test Results:  FORMCHECKBOX 
 Positive      FORMCHECKBOX 
 Negative                Old Method Results:   FORMCHECKBOX 
 Positive    FORMCHECKBOX 
 Negative 
AmniSure Lot Number: ____________                                       Old Methods Used: _______________________



	a. Possible Procedural Problems - Check:   FORMCHECKBOX 
                                                                                                                    
	
	
	
	

	Were there disinfectant solutions or medicines applied to the vagina, causing the destruction of the sample (in such a case, collecting the AmniSure swab from posterior wall or from cervix may be advisable)?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the swab saturated in the vagina for 1 minute?                                                                                              
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the swab washed in the vial for 1 minute?                                                                                                     
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Did the swab with sample touch anything before being washed in the solvent?                                                   
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the test strip immersed in the vial no later then 30 minutes after the sample was taken?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the test strip immersed in the vial until two lines were clearly visible or after 10 minutes?                                                                                   
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the test read or interpreted after 15 minutes have passed since dipping the test strip into the vial?                                                                                                                    
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was there a weak test line visible (intensity of the test line should not affect the reading of the result)?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	
	
	
	

	b. Possible Test/Lot Problems - Check:   FORMCHECKBOX 

	
	
	
	

	Was the test strip bent or physically damaged?                                                                                          
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the control line on the test strip clearly visible?                                                                                                
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Were the storage conditions of the test compromised?                                                                              
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Were Quality Checks on selected test strips performed according to the manufacturer-recommended QC manual?                                                                             
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Were additional AmniSure-users polled to identify similar problems, if any?            
If yes, please summarize the problems identified:_______________________________

______________________________________________________________________
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	c. Possible Problems With Diagnosis done by Old Methods - Check:   FORMCHECKBOX 

	
	
	
	

	Was patient at term?  What gestational age?   ________                                                                                                              
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was patient in labor?                                                                                                                  
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was the amount of vaginal discharge significant?                                                                           
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Did patient have a history of ROM?                                                                                           
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Were  urine, semen, or other contaminants present?                                                          
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was there a significant admixture of blood present?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was any procedure that might have caused ROM performed AFTER AmniSure?                  
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Could suspected ROM have occurred AFTER initial negative AmniSure (i.e. patient at term, ready to deliver, sudden rupture of amniotic sac)?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Were old methods repeated to confirm their true diagnosis?                                      
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was AmniSure repeated AFTER suspected amniotic leakage/ROM occurred?                      
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was Indigo Carmine Amnioinfusion performed to confirm disputed ROM diagnosis?          
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was additional information to confirm/reject ROM collected?                                               
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was patient put under observation for ROM?                                                                            
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was AmniSure sample collected with the aid of a speculum examination?

Note: AmniSure does not require a speculum; on occasion, clinician may prefer to collect AmniSure sample from the cervix using a speculum (i.e. if disinfectants, digital exam, or medicines eliminated vaginal discharge, etc.).
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Did patient go on to deliver? How many hours after AmniSure result? ________
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was patient induced?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Was delivery vaginal?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



** If AmniSure test strip is inserted into the sample vial and the sample liquid does NOT seem to go up the test strip – simply flick the vial lightly with your finger and/or shake the vial a little bit to help the liquid start going up the test strip.

COMMENTS (if none of the above-mentioned complaints apply – use this space to explain your problem): 
____________________________________________________________________________________

____________________________________________________________________________________
If you need to troubleshoot AmniSure ROM Test, you may consider the following steps:

1. Download this form and save it on your desktop.

2. Fill out the form.

3. Send completed form back to AmniSure International LLC via fax (617-227-2489) and/or email (info@amnisure.com).  If you have any questions, please feel free to call 617-234-4441. 
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