
• The TiP-HepC registry will provide data to inform HCV 

treatment providers and programs when assessing the 

individual risks and benefits for treating HCV during 

pregnancy or continuing DAA treatment for women who 

become pregnant while on treatment. 

• The TiP-HepC registry will provide a mechanism for ongoing 

reporting and surveillance of DAA exposures in the 

pregnancy and outcomes for mother-infant pairs. 

• An estimated 21% of the global population infected with 

HCV are women of childbearing age.1

• Treatment for HCV in pregnant women using DAAs is 

not currently recommended due to a lack of safety data.

• There is very low linkage to care for HCV-positive 

women in the post-partum period. 

• HCV treatment during pregnancy may increase the 

number of women cured while already engaged in care. 

• Treatment of HCV during pregnancy may reduce and 

potentially eliminate mother-to-child HCV transmission.

• Clinical studies assessing safety of DAAs in pregnancy 

are sparse, and real-world studies of mother-infant pairs 

exposed to DAAs during pregnancy are limited. CONCLUSIONS

To assess the safety of DAA treatment in mother-infant 

pairs with exposure to DAAs during pregnancy through a 

global clinical case registry. 

The TiP-HepC registry will:

1) Describe the frequency, timing, and distribution of 

known cases of DAA exposure during pregnancy 

2) Assess the safety of DAA treatment in pregnancy for 

mother-infant pairs

3) Assess the effectiveness of DAA treatment in 

pregnancy for achieving HCV cure for mothers and 

reducing the transmission of HCV from mother to infant 
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• Retrospective data on the outcomes of mother-infant pairs 

exposed to DAAs during pregnancy in routine clinical 

practice will be solicited and collected from participating 

clinical providers, healthcare facilities, HCV treatment 

programs, and other clinical practices worldwide.

• Data will be shared and maintained within a secure 

database at The Task Force for Global Health and will be 

analyzed on at least six-month intervals and reviewed by 

an oversight committee. 

• The primary outcomes of interest are adverse pregnancy and 

birth outcomes (primary endpoint). 

• Primary adverse pregnancy outcomes include preterm 

delivery (<37 weeks gestational age), stillbirth or fetal demise, 

and maternal death. Primary adverse birth outcomes include 

low birth weight (<2500g), small for gestational age, need for 

neonatal intensive care, and presence of congenital 

anomalies.  

• Secondary outcomes are the proportion of women achieving 

HCV cure by HCV PCR test (SVR12) and the proportion of 

infants with evidence of chronic HCV infection after 2 months 

of age by HCV PCR or after 18 months of age by presence of 

anti-HCV antibody. 

Funding: This study is funded by the US Centers for Disease Control and Prevention. 

For more information, please visit https://www.globalhep.org/evidence-

base/treatment-pregnancy-hepatitis-c-tip-hepc-registry or contact: ngupta-

consultant@taskforce.org
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Figure 1. A critical data gap for the safety of DAAs in pregnancy OUTCOME DEFINITIONS
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