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OBJECTIVE

To assess the relative biopotency of follitropin

BACKGROUND

Follitropin delta is a recombinant follicle-stimulating hormone
(rFSH) derived from a human cell line whereas follitropin alfa is
derived from a Chinese hamster ovary cell line

RESULTS

Trial participants were women, 18-40 years, BMI 17.5-32 kg/m?,
with either infertility or an infertile male partner, eligible for
IVF/ICSI, and were enrolled at specialist reproductive clinics
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These data may inform dose selection and
pharmacoeconomic considerations in clinical
practice
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2. Flexible dosing: follitropin delta (10 or 15 ug/day starting
dose) versus conventional follitropin alfa (150 or
225 |U/day starting dose)®’

For each trial, the inclusion and exclusion criteria were set
according to the gonadotropin starting doses to ensure participant
safety’467

Mean total dose per oocyte retrieved, and relative potency was
calculated using the number of oocytes retrieved per unit dose of
gonadotropin. Pregnancy rates with risk differences and
confidence intervals (Cls) were calculated

Oocyte counts were modelled using negative binomial regression
with a log link, gonadotropin total dose as a log offset, and
covariates; relative biopotency was estimated as the adjusted
oocyte yield per unit dose

Pregnancy outcomes were analysed using multivariable logistic
regression adjusted for trial and baseline characteristics. Adjusted
rates, 95% Cls, and p-values were obtained from the model, and
pooled risk differences with 99% Cls were calculated using the
Cochran-Mantel-Haenszel (CMH) method stratified
by trial

Data are mean + standard deviation or n (%).

 Baseline characteristics and infertility history were balanced

between comparator groups in each dataset
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* There was consistently a lower mean gonadotropin

consumption per oocyte retrieved with follitropin delta across
both individualized and flexible dosing regimens compared
with follitropin alfa
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P-value for testing the null hypothesis of no treatment difference was based on the logistic regression model.

* Pregnancy rates from first transfer were similar between

follitropin delta and follitropin alfa

Presented at the 42nd Annual Meeting of the European Society of Human Reproduction and Embryology (ESHRE); 5 July — 8 July, 2026; London, United Kingdom

The numerically lower total microgram dose with follitropin delta
using different dosing strategies across pooled RCT datasets
supports previous findings on differential biopotency of follitropin
delta and follitropin alfa>?

The two rFSH preparations are not biologically inter-changeable
between 1 g of each preparation. The Steelman-Pohley
bioassay In rats under-estimates the in vivo potency of follitropin
delta in humans,® therefore it is dosed in micrograms

LIMITATIONS

Direct comparisons between the two pooled analyses should
be made with caution due to the differences between
trial populations

— Trials with the higher fixed gonadotropin starting doses
(follitropin delta 15 g and follitropin alfa 225 IU) excluded
potential high responders

The trials were not originally designed to compare the clinical
biopotency of the gonadotropins

Ongoing pregnancy rates, cumulative pregnancy rates and
live birth rates were not available for all the pooled RCTs
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