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Before the Papillon study

• Guidelines recommended to vaccinate persons with HIV (PWH) against HPV with 9-valent (9v) 
vaccine, given with a 3-doses schedule (0, 2 and 6 months)(EACS, WHO, DHHS, ACIP, BHIVA, French 
guidelines) 

• Studies (n=18) on HPV vaccine in PWH, using the 2- or 4-valent vaccine given in 3 doses, had 
showed excellent immunogenicity with a seroconversion rate >90% for all vaccine genotypes and 
good safety.

• The 9v vaccine had only been tested in a single study including 100 PWH but only 15 women. 

• In persons without HIV or other immunosuppression, 2 doses of HPV vaccine provide similar 
immunogenicity than 3 doses but there were no data on a 2-doses regimen for PWH.



Single centre, prospective, non inferiority randomized-
controlled study in Saint-Pierre University hospital

2 doses at 0 and 6 months 

3 doses at 0, 2 and 6 months

Baseline
• Neutralizing antibody 

GMCs against vaccinal 
genotypes

• Cervical swab for 
cytology and HPV 
detection +/-biopsy

• PBMC samples

9-valent vaccine against HPV 6/11/16/18/31/33/45/52/58

not pregnant WWH 15-40 years-old with viral load < 400 cp/ml for at least 6 months

Month7
• Neutralizing antibody 

GMCs against vaccinal 
genotypes

• PBMC samples

Month18
• Neutralizing antibody 

GMCs against vaccinal 
genotypes

• Cervical swab for 
cytology and HPV 
detection +/-biopsy

Primary outcome was non-inferiority in 
rate of seroconversion at month 7



June 2018 to January 2019
Open-label phase

3 doses: n= 45

January 2019 to February 2021
Randomized phase n=100

2 doses: n= 50
3 doses: n= 50

February 2021 to October 2021
Last phase

2 doses: n= 22

Modified-ITT (mITT) at month 7

According to randomised arm
2 doses: n= 43
3 doses: n= 47

Per protocol at month 7
According to number of doses received 

n=165
2 doses: n= 63
3 doses: n= 88





Baseline HPV seropositivity 
for HPV antibodies was 
present in  <15% 
participant for most 
vaccine genotypes

Baseline



Results at month 7: mITT
• Seroconversion 2 doses: 97.7%

3 doses: 97.9%. 

• Antibodies titers increased from baseline to M7 by 1.2–2.4 log10



Results at month 7: per protocol
• Seroconversion 2 doses: 96.8%

3 doses: 98.9%. 



Results: adverse event
There were no serious adverse events

Most reported AE were self-resulting mild local symptoms at injection site and of 
short duration.

Participants with 3 doses experienced local reactions more frequently (82% vs 60% 
for 2 doses, P = .027) with more symptoms and longer duration.



Conclusion
In women with well-controlled HIV infection, 2 doses of 9vHPV vaccine given 
6 months apart are noninferior to 3 doses in terms of immunogenicity with 
more than 95% of women vaccinated with 2 doses developing high levels of 
neutralizing antibodies against the 9 vaccine genotypes.

Safety was very good and 2-doses regimen was statistically significantly 
associated with less reactogenicity than 3 doses. 

This study is the first to evaluate the 9v-vaccine safety and immunogenicity 
in a large cohort of WWH.



Implications

• Implications for women living 
with HIV but also for global 
health in terms of 
➢Lower cost

➢Better compliance

➢Health care management

➢Immunization strategy policy. 



Perspectives

Results of 

• Antibody titles at month 18 are expected end of 2025

• Cellular immunity on PBMC samples

• Extension Dr Dauby and Nathalia Gorra

Antibody titles at month 24, 48 and 60
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