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                               PREGNANCY FORM



	To:  Actelion Global Drug Safety
       drug.safety@medisadria.hr
Actelion Global Drug Safety


	Date of report (dd-MMM-yy):
	     

	Fax:  +385 (0)1 2303 447 (Toll Free)

         +41 61 565 64 90 (if Toll Free does not work)

(please contact Drug Safety by email or phone if you do not receive an acknowledgement of receipt within 48 h)

	Phone: +385 (0)1 2303 446


	From:
	     
	Health care professional:
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No 

	Reporter/Investigator Name:
	     
	Phone:
	     

	Institution/Site #:
	     
	Fax:
	     

	City:
	     
	Email:
	     

	Postal/zip code:
	     
	Study Protocol (if applicable):
	     

	If there is an additional adverse event, please provide this on an AE/SAE form.
	Report Status:
	 FORMCHECKBOX 
 Initial Report

 FORMCHECKBOX 
 Follow-up Report #:     

	AE/SAE form attached:
	  FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
	
	


	1. Person exposed to Actelion drug:  FORMCHECKBOX 
 Mother         FORMCHECKBOX 
 Father

	Initials:       

                        
	Age:      

	Weight:      
	 FORMCHECKBOX 
 kg
 FORMCHECKBOX 
 lb
	Subject/ CRF #:      
(If applicable)


	Randomization #:      
(If applicable)

	Date of LMP  (dd-MMM-yy):
	     
	Date of positive pregnancy test (dd-MMM-yy):
	     

	Conception Date  (dd-MMM-yy):
	     
	Estimated Date of Delivery (dd-MMM-yy):
	     

	Methods of Contraception: 1.                                                             and
	2.      

	Is there a reasonable possibility of Actelion drug and contraceptive drug interaction?
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	Was pregnancy test negative at the time of starting Actelion drug? (if applicable)
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No


	2. Exposure to Actelion Drug:

	Weeks of gestation:
	     to 
	    
	and/or trimester: 
	 FORMCHECKBOX 
  First
	 FORMCHECKBOX 
  Second
	 FORMCHECKBOX 
  Third
	 FORMCHECKBOX 
  Before Conception


	3. Actelion Drug (if not provided on AE/SAE form):

	Drug name
	Indication
	Dose/Unit


	Dosing Frequency 
	Route of administration
	Start Date/Time

(dd-MMM-yy)(hh:mm)
	Stop Date/Time

(dd-MMM-yy)(hh:mm)

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


	4. Concomitant Medications (including oral contraceptive, over-the-counter products, dietary supplements, herbal medicine, vaccines, etc):

	Medication Name

(Trade or Generic)
	Start Date

(dd-MMM-yy)
	Suspect Medication?

(Tick if yes)
	Medication Name

(Trade or Generic)
	Start Date

(dd-MMM-yy)
	Suspect Medication?

(Tick if yes)

	1.      
	     
	 FORMCHECKBOX 

	4.      
	     
	 FORMCHECKBOX 


	2.      
	     
	 FORMCHECKBOX 

	5.      
	     
	 FORMCHECKBOX 


	3.      
	     
	 FORMCHECKBOX 

	6.      
	     
	 FORMCHECKBOX 



	5. Pregnancy causality:

	Is there a reasonable possibility that the pregnancy was related to the use of Actelion drug?
	 FORMCHECKBOX 
 Yes       

 FORMCHECKBOX 
 No
	Is there a reasonable possibility that the pregnancy was related to the use of a concomitant medication?
	 FORMCHECKBOX 
 Yes       If yes please specify below: 

 FORMCHECKBOX 
 No              


	6. Current Pregnancy Status:

	Please tick explanation(s) for why patient became pregnant during the use of Actelion drug:

	 FORMCHECKBOX 

	Patient wished to become pregnant
	 FORMCHECKBOX 

	Failure of contraceptive method(s)
	 FORMCHECKBOX 

	Unknown

	 FORMCHECKBOX 

	Unwillingness to use adequate contraceptive methods
	 FORMCHECKBOX 

	Risk of pregnancy may not have been fully understood
	 FORMCHECKBOX 

	Other:      

	a) Pregnancy ongoing

	Please provide current week of gestation:    
	Number of embryos / fetus(es):    

	b) Pregnancy outcome known (tick all that apply)

	 FORMCHECKBOX 

	Normal delivery
	 FORMCHECKBOX 

	Spontaneous abortion1
	 FORMCHECKBOX 

	Stillbirth, Fetal Death1

	 FORMCHECKBOX 

	Premature delivery
	 FORMCHECKBOX 

	Threatened abortion1
	 FORMCHECKBOX 

	Ectopic pregnancy

	 FORMCHECKBOX 

	C-Section
	 FORMCHECKBOX 

	Missed abortion1
	 FORMCHECKBOX 

	Unknown

	 FORMCHECKBOX 

	Therapeutic abortion1 (complete part c)
	 FORMCHECKBOX 

	Elective abortion1
	 FORMCHECKBOX 

	Other:
	     

	Please provide week of gestation:    

	1Is there any abnormality of the embryo/fetus ? (please specify in section 11.)
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No       FORMCHECKBOX 
 Unknown

	c) Reason(s) for Therapeutic abortion? Complete this section only if Therapeutic abortion was ticked in part b)

	 FORMCHECKBOX 

	i) Concern about patient’s underlying health status Please specify      
	 FORMCHECKBOX 

	ii) Concern about potential fetal anomaly
	 FORMCHECKBOX 

	Both i) and ii)

	 FORMCHECKBOX 

	Other:      


	7. Pregnancy outcome causality and seriousness:

	Is there a reasonable possibility that the pregnancy outcome was related to the use of Actelion drug?
	 FORMCHECKBOX 
 Yes       

 FORMCHECKBOX 
 No
	Is there a reasonable possibility that the pregnancy outcome was related to the use of a concomitant medication?
	 FORMCHECKBOX 
 Yes       If yes please specify below: 

 FORMCHECKBOX 
 No              

	Pregnancy outcome serious?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If Yes, tick all that apply

	 FORMCHECKBOX 

	Fatal
	 FORMCHECKBOX 

	New Hospitalization

	 FORMCHECKBOX 

	Life-threatening
	 FORMCHECKBOX 

	Prolongation of Hospitalization

	 FORMCHECKBOX 

	Disability/incapacity
	 FORMCHECKBOX 

	Medically significant

	 FORMCHECKBOX 

	Congenital anomaly/birth defect
	 FORMCHECKBOX 

	Intervention required to prevent one of the above


	8. Describe Pregnancy Course (including investigations, e.g. pregnancy test, ultrasound, amniocentesis; and complications, including any adverse drug reactions):

     


	9. Obstetrical History (number of pregnancies and outcome of each, previous maternal pregnancy complications, previous fetal/neonatal abnormalities and type):

     


	10. General Medical History (including risk factors i.e. hypertension, diabetes, seizure disorder, thyroid disorder, allergic disorders, heart disease, connective disease, autoimmune disease, hepatitis, known risk factors for adverse pregnancy outcomes including environmental or occupational exposures, tobacco, alcohol, illicit drugs, other):

     


	11. Neonate Information:

	Number of infants / fetus(es):      
If there are multiple births record information for each neonate on a separate copy of this form.

	Date of Birth (dd-MMM-yy):      


	Gender:
	 FORMCHECKBOX 

	female
	Weight:      
	 FORMCHECKBOX 
 gram
	 Length:     
	 FORMCHECKBOX 
 cm
	Head circumference:      
	 FORMCHECKBOX 
 cm

	
	 FORMCHECKBOX 

	male
	
	 FORMCHECKBOX 
 lb oz
	
	 FORMCHECKBOX 
 inch
	
	 FORMCHECKBOX 
 inch

	
	 FORMCHECKBOX 

	unknown
	Gestational age at delivery/abortion:       weeks



	Size:
	 FORMCHECKBOX 
 small
	Gestational outcome:
	 FORMCHECKBOX 
 live birth
	APGAR Score of 
	  
	1 min.

	
	 FORMCHECKBOX 
 appropriate
	
	 FORMCHECKBOX 
 death
	neonate:
	  
	5 min.

	
	 FORMCHECKBOX 
 large for gestational age
	
	
	  
	10 min.

	Normal Baby:
	 FORMCHECKBOX 
 Yes
	Neonatal illness:
	 FORMCHECKBOX 
 Yes
	Hospitalisation:
	start       

	
	 FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 No
	(dd-MMM-yy)
	stop       

	Need for resuscitation:
	 FORMCHECKBOX 
 Yes
	Admission to ICU:
	 FORMCHECKBOX 
 Yes
	Breast Feeding:
	 FORMCHECKBOX 
 Yes

	
	 FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 No

	Anomalies diagnosed:  FORMCHECKBOX 
 at birth
 FORMCHECKBOX 
 after birth
specify:      


	12. Neonate condition causality and seriousness:

	Is there a reasonable possibility that the neonate condition was related to the use of Actelion drug?
	 FORMCHECKBOX 
 Yes       

 FORMCHECKBOX 
 No
	Is there a reasonable possibility that the neonate condition was related to the use of a concomitant medication?
	 FORMCHECKBOX 
 Yes       If yes please specify below: 

 FORMCHECKBOX 
 No              

	Neonate condition serious?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If Yes, tick all that apply

	 FORMCHECKBOX 

	Fatal
	 FORMCHECKBOX 

	New Hospitalization

	 FORMCHECKBOX 

	Life-threatening
	 FORMCHECKBOX 

	Prolongation of Hospitalization

	 FORMCHECKBOX 

	Disability/incapacity
	 FORMCHECKBOX 

	Medically significant

	 FORMCHECKBOX 

	Congenital anomaly/birth defect
	 FORMCHECKBOX 

	Intervention required to prevent one of the above


	13. Comments on Delivery (including type of delivery, fetal or neonatal abnormalities, any structural/chromosomal defects, investigations, labor/delivery complications, pre-eclampsia etc.):

     


	
	Date (dd-MMM-yy):

     
	Prescriber/Investigator Signature:




[For questions or more information please contact Actelion Global Drug Safety using the phone or fax number provided on page 1]

*Please feel free to attach a copy of laboratory sheets, discharge summary, test results, etc.
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