DONOR MEDICAL HISTORY INTERVIEW QUESTIONNAIRE

FDA Donor Screening for Risk Factors or Conditions

For Donor Eligibility Evaluator
	Question
	Circle One 

Answer Below

For Each

Question
	Comments

	1.  Female:  In the past 12 months, have you had sex with a  

     man who has had sex with another man in the past 5 years?

     Male:  Have you had sex with another male in the past 5 

     years, even once?
	Y
	N
	Unsure
	If yes:

Female, ineligible.  Donor may be reconsidered for eligibility after 12 months of last referenced sexual contact.  

Male, ineligible.  Donor may be reconsidered for eligibility after 5 years from date of last referenced sexual contact.

	2.  Have you injected drugs for a non-medical reason in the 

     last 5 years, including intravenous, intramuscular and 

     subcutaneous injection?


	Y
	N
	Unsure
	If yes, ineligible.

	3.  Have you received human-derived clotting factor

      concentrates for hemophilia or a related clotting disorder?


	Y
	N
	Unsure
	If yes, ineligible.  A donor who received clotting factors once to treat an acute bleeding event more than 12 months ago may be eligible to donate.  

	4.  In the past 5 years, have you been given money or drugs

     in exchange for having sex?

	Y
	N
	Unsure
	If yes, ineligible.

	5.  In the past 12 months, have you had sex with anyone who

     would answer yes to any of questions 1, 2, 3 or 4?
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months of last referenced sexual contact.  

	6.  In the past 12 months, have you had sex with a person 

     known or suspected to have HIV infection, active

     hepatitis B infection or hepatitis C infection, clinically

     active hepatitis B infection, or hepatitis C infection?
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months of last referenced sexual contact.

	7.  In the past 12 months, have you been exposed to known or 

     suspected HIV, hepatitis B and/or hepatitis C infected 

     blood through percutaneous inoculation (e.g., needlestick) 

     or through contact with an open wound, non-intact skin or 

     mucous membrane?
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months from date of exposure.

	8.  In the past 12 months have you had an accidental needle 

      stick, sharp instrument injury, contact with human blood, 

      serum or plasma in the eye, mucus membranes (lips, 

      interior of nose) or sores.
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months from date of exposure.

	9.   In the past 12 months, have you been in jail for more than 

      72 consecutive hours?
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months from date of last day of incarceration.

	10.  In the past 12 months, have you lived with (resided in the 

       same dwelling) another person who has Hepatitis B or    

       clinically active (symptomatic) Hepatitis C infection? 
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months from date of last contact.

	11. In the past 12 months, have you had ear or 

      body piercing or tattooing?
	Y
	N
	Unsure
	If no, go to question 12.  If yes, go to question 11a. 

	     11a. Did you have a tattoo in the past 12 months?

              If yes, when?
	Y
	N
	Unsure
	If no, go to question 11c. 

	     11b. Were sterile instruments used?


	Y
	N
	Unsure
	If yes, acceptable. If no donor is ineligible; donor may be reconsidered for eligibility after 12 months from date of tattoo.  

	     11c. Did you have ear, skin or body piercing performed

             in the past 12 months?
	Y
	N
	Unsure
	If no, go to question 12. 

	     11d. Were sterile instruments used?
	Y
	N
	Unsure
	If yes, acceptable. If no donor is ineligible:donor may be reconsidered for eligibility after 12 months from date of procedure.

	12. After age 11 have you had a clinical diagnosis of      

      symptomatic viral hepatitis?


	Y
	N
	Unsure
	If yes, go to question 12a.

	       12a. Was the hepatitis identified as Hepatitis A (e.g.    

       reactive IgM anti-HAV test), Epstein-Barr, or 

       cytomegalovirus?
	Y
	N
	Unsure
	If no, ineligible.  If yes, go to question 13.  Medical record documentation and review required.


	13.  Have you, your sexual partner(s) or any member of your 

       household ever had a transplant or medical procedure that 

       involved being exposed to live cells, tissues or organs 

      from an animal?
	Y
	N
	Unsure
	If no, go to question 14.

	      13a.  If the person referred to in question 13 was a   

       member of your household, were you exposed to that 

       individual’s blood, saliva or other body fluids (e.g., 

       through deep kissing, shared toothbrushes, razors, or

       needles, or through open wounds or sores)    
	Y
	N
	Unsure
	If yes, ineligible. 

	14.  Have you been diagnosed with West Nile Virus (including

       diagnosis based on symptoms and/or laboratory results, or  

       confirmed WNV viremia) in the past 120 days?
	Y
	N
	Unsure
	If no, proceed to question 15.

If yes, ineligible.  Donor may be reconsidered for eligibility after 120 days from diagnosis.



	       14a. Have you been suspected of having West Nile 
       Virus in the past 120 days?      
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 120 days from diagnosis.



	15. Within the past 8 weeks, have you had a smallpox 

       vaccination or had close contact with the vaccination site 

       of anyone else?  (Examples of close contact include  

       touching the site, the bandages covering the site or 

       handling bedding or clothing that has been in contact with 

       an unbandaged vaccination site.)
	Y
	N
	Unsure
	If no, go to question 16.

	      15a. Did you have a smallpox vaccination?
	Y
	N
	Unsure
	If no, go to question 16.  

	      15b. Did scab separate/fall off by itself?
	Y
	N
	Unsure
	If yes, donor is eligible if it has been at least 21 days post-vaccination, or may be reconsidered for eligibility after 21 days post-vaccination.  If no (scab still present) donor is ineligible; donor may be reconsidered for eligibility after scab separates spontaneously.  If no (scab was removed before separating spontaneously) donor is ineligible; donor may be reconsidered for eligibility 2 months after vaccination.

	 16. If you had close contact with a smallpox vaccination 
  recipient, have you had any new skin rash or sore since 

  the time of contact?

       
	Y
	N
	Unsure
	If no, go to question 17.

	       16a. Did scab fall off/separate spontaneously?
	Y
	N
	Unsure
	If yes, acceptable.  If no (scab is still present) donor is ineligible; donor may be reconsidered for eligibility after scab separates spontaneously.  If no (scab was removed before separating spontaneously) donor is ineligible; donor may be reconsidered for eligibility 2 months after vaccination.

	      16b. Did you have any illness or complications from your 

       vaccination or from your close contact with someone 

       who was vaccinated?
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility 14 days after complete resolution of all vaccine related complications.

	17.  In the past 12 months have you had or been treated for 

       syphilis, chlamydia or gonorrhea?
	Y
	N
	Unsure
	If yes, ineligible.  Donor may be reconsidered for eligibility after 12 months from date of treatment.

	18. Have you or any of your blood relatives been diagnosed   

      with Creutzfeld-Jakob disease (CJD)?  
	Y
	N
	Unsure
	If yes, ineligible.  If blood relative diagnosed with CJD, candidate may be accepted if he/she had genetic testing documenting he/she does not have mutation associated with familial CJD, the CJD diagnosis in the relative was subsequently found to be incorrect, or the cause of CJD in the relative was iatrogenic.

	19. Have you been diagnosed with dementia or any   

      degenerative or demyelinating disease of the central 
      nervous system or other neurological disease of unknown 
      etiology?
	Y
	N
	Unsure
	If yes, ineligible.

	20.  Have you ever received growth hormone made from 

       human pituitary glands?
	Y
	N
	Unsure
	If yes, ineligible.

	21.  Have you ever received a non-synthetic dura mater (brain 
covering) graft?  
	Y
	N
	Unsure
	If yes, ineligible.

	22. From 1980 through 1996 were you a member of the U.S. 

      military, a civilian military employee or a dependent of a 

      military member or civilian military employee?
	Y
	N
	Unsure
	If no, go to question 23.

	      22a. Did you spend a total of 6 months or more associated 

      with a military base in any of the following countries,    

      Germany, Belgium, or The Netherlands between 1980   

      and 1990; or Greece, Turkey, Spain, Portugal, or Italy 

      between 1980 and 1996?
	Y
	N
	Unsure
	If yes, ineligible. 

	23.  Since 1980, have you ever lived in or traveled to Europe?

       (Includes Albania, Austria, Belgium, Bosnia-Herzegovina,

       Bulgaria, Croatia, Czech Republic, Denmark, Finland, 

       France, Germany, Greece, Hungary, Ireland, Italy, 

      Liechtenstein, Luxembourg, Macedonia, Netherlands, 

      Norway, Poland, Portugal, Romania, Slovak Republic, 

      Slovenia, Spain, Sweden, Switzerland, and Yugoslavia).
	Y
	N
	Unsure
	If yes, go to question 23a.  If no, go to question 24.

	      23a.  From the beginning of 1980 through the end of 
      1996 did you spend time that adds up to 3 months or  

      more in the U.K.?  (Includes England, Ireland, Scotland,

      Wales, the Isle of  Man, the Channel Islands, Gibraltar  

      and the Falkland Islands).     
	Y
	N
	Unsure
	If  yes, ineligible.

	       23b. Since 1980 have you received a transfusion of blood

       or blood components in the U.K. or France?
	Y
	N
	Unsure
	If  yes, ineligible.

	       23c. Since 1980 have you spent time that adds up to 5 

       years or more in Europe (including time spent in the

       U.K. between 1980 and 1996)?
	Y
	N
	Unsure
	If  yes, ineligible.

	ADDITIONAL UNIQUE CIRCUMSTANCE QUESTIONS:
	
	
	
	

	24.  Have you ever been to or had sexual contact with   

       anyone who was born in or lived in certain countries in 
        Africa (Cameroon, Central African republic, Chad, 
        Congo, Equatorial Guinea, Gabon, Niger, or Nigeria) 
        after 1977?
	Y
	N
	Unsure
	If yes, ineligible unless negative HIV-O antibody test negative.  This question need not be asked if the testing reference lab utilizes an assay that includes Ab testing for HIV-O subtype. 

	25.  Have you received a blood transfusion or any medical 

treatment that involved blood in the countries listed in Question 25?

        
	Y
	N
	Unsure
	If yes, ineligible unless negative HIV-O antibody test negative.  This question need not be asked if the testing reference lab utilizes an assay that includes Ab testing for HIV-O subtype. 
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