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About the Measure 


	Domain:
	Sickle Cell Disease Pregnancy

	Measure:
	Hydroxyurea Use During Pregnancy

	Definition:
	Hydroxyurea treats sickle cell disease (SCD) by increasing levels of HbF, thereby increasing hemoglobin oxygen affinity, prolonging red blood cell survival, and inhibiting polymerization and sickling of red cells. Hydroxyurea also lowers cell adhesion to vascular endothelium and reduces inflammation. The effect is to reduce vaso-occlusive complications and chronic organ dysfunction.

	Purpose:
	Complications of hydroxyurea use during conception and pregnancy are poorly understood and derived mainly from animal level data. Data on potential effects of hydroxyurea on fertility and birth outcomes are scarce and merit further study using a standardized approach.

	Essential PhenX Measures:
	NA

	Related PhenX Measures:
	NA


	Measure Release Date:
	TBD – on hold until Malinowski publishes





	About the Protocol 


	Protocol Release Date:
	TK Team to add

	PhenX Protocol Name:
	Hydroxyurea Use During Pregnancy

	Keywords: 
	Hydroxyurea, sickle cell disease therapy, fertility in sickle cell disease, teratogenicity, medication use during pregnancy, birth outcome in sickle cell disease, SCD

	Protocol Name from Source:
	Risk Factor Study, Case-Series HU use in Pregnancy (TBD at publication)


	Description:
	This protocol includes two items that are self-administered or obtained through medical records abstraction, concerning hydroxyurea use before and during pregnancy and the indications for its use.

	Specific Instructions:
	The Sickle Cell Disease Working Group suggests that investigators consider using additional questions as necessary to provide finer timing details with regard to hydroxyurea use around preconception and pregnancy, such as: which week did it start and why?; which week was it stopped and why?; was it restarted and if not why?; and whether used during lactation?

	Protocol:
	Hydroxyurea Use During Pregnancy

1. Hydroxyurea use:
  [ ]    Used before pregnancy and continued throughout pregnancy
  [ ]    Used before pregnancy, stopped in early pregnancy, then re-started
           [ ]    HU stopped ______ weeks gestational age
           [ ]    HU re-started  ______ weeks gestational age
  [ ]    Started solely during pregnancy (not used immediately pre-pregnancy)
           [ ]    HU started  ______ weeks gestational age

2.  Hydroxyurea Use in Pregnancy Indication (choose all that apply):
  [ ]    Not a candidate for transfusion
         Reason: _________________________________________________
  [ ]    Stable on hydroxyurea pre-pregnancy and patient preference to continue
  [ ]    Multiple painful vasoocclusive events during pregnancy; specify number 
               after which hydroxyurea started ____, or [ ] Number Unknown
  [ ]     Multiple hospitalizations during pregnancy; specify number after which 
               hydroxyurea started ____, or [ ] Number Unknown
  [ ]     Acute Chest Syndrome
  [ ]     Other: ________________________________


	Selection Rationale:
	These items detailing the timing of hydroxyurea use as it relates to pregnancy and gestational age were deemed most useful for analyses of hydroxyurea and pregnancy outcomes.

	Source: 
	Will be added after publication

	Availability:
	Available

	Life Stage:
	Adolescent, adult

	Language:
	English

	Participant:
	Pregnant adult or adolescent with sickle cell disease. 

	Personnel and Training Required:
	None

	Equipment Needs:
	None

	General References:
	Dong, M., Ware, R. E., Dallmann, A., & Vinks, A. A. (2023). Hydroxyurea treatment for sickle cell anemia during pregnancy and lactation: Current evidence and knowledge gaps. Pharmacotherapy, 43(5), 419-429. doi:10.1002/phar.2793. 

Kroner, B. L., Hankins, J. S., Pugh, N., Kutlar, A., King, A., Kanter, J., Glassberg, J., Treadwell, M., & Gordeuk, V. R.; Sickle Cell Disease Implementation Consortium. (2022). Pregnancy outcomes with hydroxyurea use in women with sickle cell disease. American Journal of Hematology, 97(5), 603–612. doi:10.1002/ajh.26495

	Mode of Administration:
	Self-administered questionnaire and medical record abstraction.

	Derived Variables:
	None

	Requirements:
	
	Requirements Category
	Required (Yes/No):

	Major equipment
	No

	Specialized training 
	No

	Specialized requirements for biospecimen collection 
	No

	Average time of greater than 15 minutes in an unaffected individual
	No




	Annotations for Specific Conditions:
	No annotations at this time.

	Process and Review:
	




