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I 1 Executive summary of the benefit assessment 

Background 

In accordance with § 35a Social Code Book (SGB) V, the Federal Joint Committee (G-BA) has 
commissioned the Institute for Quality and Efficiency in Health Care (IQWiG) to assess the 
benefit of the drug abrocitinib. The assessment is based on a dossier compiled by the 
pharmaceutical company (hereinafter referred to as the “company”). The dossier was sent to 
IQWiG on 24 April 2024. 

Research question 

The aim of the present report is to assess the added benefit of abrocitinib in comparison with 
the appropriate comparator therapy (ACT) dupilumab in adolescents 12 years and older with 
moderate-to-severe atopic dermatitis who are candidates for systemic therapy. 

The research question presented in Table 2 is derived from the ACT specified by the G-BA. 

Table 2: Research question of the benefit assessment of abrocitiniba 
Therapeutic indication ACTb 

Adolescents 12 years and older with moderate-to-
severe atopic dermatitis who are candidates for 
systemic therapy 

Dupilumab (if applicable, in combination with TCS 
and/or TCI) 

a. Abrocitinib may be used as monotherapy or with other drugs for topical use in atopic dermatitis. 
b. Presented is the ACT specified by the G-BA.  

ACT: appropriate comparator therapy; G-BA: Federal Joint Committee; TCI: topical calcineurin inhibitors; TCS: 
topical glucocorticoids 

 

The company followed the specification of the G-BA by designating dupilumab as the ACT. 

The assessment is conducted by means of patient-relevant outcomes on the basis of the data 
provided by the company in the dossier. Randomized controlled trials (RCTs) with a minimum 
treatment duration of 24 weeks are used for the derivation of the added benefit.  

Results 

The check of completeness of the study pool revealed no RCT for the direct comparison of 
abrocitinib in comparison with the ACT dupilumab for adolescents 12 years and older with 
moderate-to-severe atopic dermatitis who are candidates for systemic therapy. 

Data presented by the company 

Since the company also did not identify any RCT for the direct comparison of abrocitinib versus 
the ACT dupilumab in adolescents aged 12 years and older with moderate-to-severe atopic 
dermatitis who are candidates for systemic therapy, it used the JADE DARE study with adults, 
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already known from dossier assessment A22-06 and the associated addendum A22-60, to 
assess the added benefit of abrocitinib in adolescents by conducting an evidence transfer. In 
addition, the company presented analyses of the placebo-controlled JADE TEEN study with 
adolescents in order to examine the prerequisites for evidence transfer from adults to 
adolescents.  

The data presented by the company are not suitable for deriving conclusions on the added 
benefit of abrocitinib in comparison with dupilumab in adolescents with moderate-to-severe 
atopic dermatitis who are candidates for systemic therapy. Below, the data presented by the 
company are described, and afterwards the reasons for its unsuitability for deriving added 
benefit for the present research questions are provided.  

JADE DARE study  

The JADE DARE study has already been used in the dossier assessment A22-06 and the 
associated addendum A22-60 for the assessment of the added benefit of abrocitinib in 
comparison with the ACT for moderate-to-severe atopic dermatitis in adults who are 
candidates for systemic therapy. The JADE DARE study is a double-blind RCT comparing 
abrocitinib and dupilumab. The treatment duration was 26 weeks. A total of 727 patients were 
assigned to treatment with abrocitinib 200 mg once daily (N = 362) or dupilumab 300 mg 
every 2 weeks (N = 365). The abrocitinib dosage of 100 mg, which is also approved, was not 
investigated in the JADE DARE study.  

For the entire treatment duration, patients had to apply emollients daily and topical drug 
treatment to areas with active lesions.  

JADE TEEN study 

The JADE TEEN study is a double-blind RCT comparing abrocitinib and placebo with a 
treatment duration of 12 weeks. The study included patients aged 12 to 17 years with 
moderate-to-severe atopic dermatitis.  

Overall, 287 patients were included in the JADE TEEN study and randomly allocated in a 1:1 
ratio either to treatment with abrocitinib 200 mg (N = 96), abrocitinib 100 mg (N = 95), or 
placebo (N = 96).  

In the JADE TEEN study, the allocation to the two intervention arms and thus the 
determination of the starting dose was carried out without taking into account patient-specific 
characteristics such as weight or risk factors including increased risk of venous 
thromboembolism, serious adverse cardiovascular events and malignant diseases in 
accordance with the specifications in the Summary of Product Characteristics (SPC). In Module 
4 A, the company presents only the 200 mg arm and the placebo arm on the intervention side.  
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For the entire treatment duration, all patients had to apply emollients at least once daily and 
topical drug treatment to areas with active lesions.  

Assessment of the company’s data 

JADE TEEN study unsuitable for the benefit assessment 

The JADE TEEN study is unsuitable for answering the research question of the present benefit 
assessment. The ACT dupilumab (possibly in combination with topical glucocorticoids or 
calcineurin inhibitors) specified by the G-BA was not implemented, as the patients in the 
control arm received placebo in combination with a topical background therapy. In addition, 
the treatment duration of the JADE TEEN study used by the company is 12 weeks and 
therefore does not fulfil the minimum treatment duration of 24 weeks in the present 
therapeutic indication.  

Results of the JADE DARE study are not transferable to adolescents 

Under certain circumstances, results can be transferred from one population to another one 
for which no or only insufficient data are available. The company transferred the results of the 
JADE DARE study in adults to the target population of adolescents in the present therapeutic 
indication. In Module 4 A, the company presents the results of the JADE TEEN study for the 
population of adolescents with moderate-to-severe atopic dermatitis who are candidates for 
systemic therapy in order to verify transferability.  

In the present data constellation, however, it is not possible to transfer the results from adults 
in the JADE DARE study to adolescents. While the pathogenesis and clinical picture of atopic 
dermatitis as well as the mechanism of action of abrocitinib are sufficiently similar between 
adults and adolescents, further prerequisites for transferring results from adults to the 
adolescent target population are not fulfilled. The JADE DARE and JADE TEEN studies used by 
the company differed not only with regard to the age of the patient population and the 
treatment duration, but also in particular with regard to the comparator used: the JADE DARE 
study only investigated the comparison with placebo (+ background therapy) and not with the 
ACT dupilumab (+ background therapy). 

Irrespective of this, key outcomes (remission [Eczema Area and Severity Index 100, SCORing 
Atopic Dermatitis 100]; SCORing atopic dermatitis improvement by 90% [SCORAD 90] and 
patient-reported symptoms [Patient Oriented Eczema Measure 0]), which formed the basis 
for the positive conclusion of dossier assessment A22-06 with the associated addendum 
A22-60 and the decision on the procedure for abrocitinib in adult patients, did not show any 
statistically significant effects in the JADE TEEN study. Only the patient-reported symptoms in 
the operationalization Patient Oriented Eczema Measure 0 to 2 showed a statistically 
significant effect in favour of abrocitinib in the JADE TEEN study. The results relate exclusively 
to the comparison with placebo (+ background therapy) and not with the ACT dupilumab 
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(+ background therapy). The company also did not conduct any information retrieval on 
studies with the ACT. With such an information retrieval, the company could identify studies 
in adolescents in which dupilumab is not directly compared with abrocitinib, but which could 
in principle provide data on the ACT dupilumab for the present research question. It should 
be noted that at least 1 RCT on dupilumab in comparison with placebo in adolescents exists in 
the form of the AD-1526 study known from dossier assessment A19-75. However, it is unclear 
whether the JADE TEEN and AD-1526 studies are sufficiently similar to support the evidence 
transfer. At the very least, there are differences in the study duration and background therapy. 

Results on added benefit 

In its dossier, the company did not present any suitable data for the assessment of the added 
benefit of abrocitinib in comparison with the ACT dupilumab for adolescents 12 years and 
older with moderate-to-severe atopic dermatitis who are candidates for systemic therapy. 
There is no hint of an added benefit of abrocitinib in comparison with the ACT dupilumab; an 
added benefit is therefore not proven. 

Probability and extent of added benefit, patient groups with therapeutically important 
added benefit3 

Table 3 summarizes the result of the assessment of the added benefit of abrocitinib in 
comparison with the ACT. 

Table 3: Abrocitiniba – probability and extent of added benefit 
Therapeutic indication ACTb Probability and extent of 

added benefit 

Adolescents 12 years and older with 
moderate-to-severe atopic dermatitis who 
are candidates for systemic therapy 

Dupilumab (if applicable, in 
combination with TCS and/or 
TCI) 

Added benefit not proven 

a. Abrocitinib may be used as monotherapy or with other drugs for topical use in atopic dermatitis. 
b. Presented is the ACT specified by the G-BA. 

ACT: appropriate comparator therapy; G-BA: Federal Joint Committee; TCI: topical calcineurin inhibitors; TCS: 
topical glucocorticoids 

 

The G-BA decides on the added benefit. 

 
3 On the basis of the scientific data analysed, IQWiG draws conclusions on the (added) benefit or harm of an 

intervention for each patient-relevant outcome. Depending on the number of studies analysed, the certainty 
of their results, and the direction and statistical significance of treatment effects, conclusions on the 
probability of (added) benefit or harm are graded into 4 categories: (1) “proof”, (2) “indication”, (3) “hint”, or 
(4) none of the first 3 categories applies (i.e., no data available or conclusions 1 to 3 cannot be drawn from 
the available data). The extent of added benefit or harm is graded into 3 categories: (1) major, (2) 
considerable, (3) minor (in addition, 3 further categories may apply: non-quantifiable extent of added benefit, 
added benefit not proven, or less benefit). For further details see [1,2]. 
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I 2 Research question 

The aim of the present report is to assess the added benefit of abrocitinib in comparison with 
the ACT dupilumab in adolescents 12 years and older with moderate-to-severe atopic 
dermatitis who are candidates for systemic therapy. 

The research question presented in Table 4 is derived from the ACT specified by the G-BA. 

Table 4: Research question of the benefit assessment of abrocitiniba 
Therapeutic indication ACTb 

Adolescents 12 years and older with moderate-to-
severe atopic dermatitis who are candidates for 
systemic therapy 

Dupilumab (if applicable, in combination with TCS 
and/or TCI) 

a. Abrocitinib may be used as monotherapy or with other drugs for topical use in atopic dermatitis [3]. 
b. Presentation of the ACT specified by the G-BA.  

ACT: appropriate comparator therapy; G-BA: Federal Joint Committee; TCI: topical calcineurin inhibitors; TCS: 
topical glucocorticoids 

 

The company followed the specification of the G-BA by designating dupilumab as the ACT. 

The assessment is conducted by means of patient-relevant outcomes on the basis of the data 
provided by the company in the dossier. RCTs with a minimum treatment duration of 24 weeks 
are used for the derivation of the added benefit. This concurs with the company’s inclusion 
criteria. 
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I 3 Information retrieval and study pool 

The study pool of the assessment was compiled on the basis of the following information: 

Sources of the company in the dossier: 

 study list on abrocitinib (status: 15 February 2024) 

 bibliographical literature search on abrocitinib (last search on 15 February 2024) 

 search in trial registries / trial results databases for studies on abrocitinib (last search on 
15 February 2024) 

 search on the G-BA website for abrocitinib (last search on 16 February 2024) 

To check the completeness of the study pool: 

 search in trial registries for studies on abrocitinib (last search on 10 May 2024); for 
search strategies, see I Appendix A of the full dossier assessment 

Concurring with the company, the check of completeness of the study pool revealed no RCT 
for the direct comparison of abrocitinib in comparison with the ACT dupilumab for adolescents 
12 years and older with moderate-to-severe atopic dermatitis who are candidates for systemic 
therapy. For the assessment of the added benefit of abrocitinib in adolescents, the company 
therefore used the JADE DARE study with adults already known from dossier assessment 
A22-06 [4] and the associated addendum A22-60 [5] by conducting an evidence transfer. 

In addition, the company presented analyses of the placebo-controlled JADE TEEN study [6-
10] with adolescents in order to examine the prerequisites for evidence transfer from adults 
to adolescents. The company identified the JADE TEEN study from its own study pool as the 
best available evidence for adolescents in the present therapeutic indication from its point of 
view (see Section I 3.2). The company did not conduct any information retrieval for studies 
with adolescents for the ACT dupilumab. 

The data presented by the company are not suitable for deriving conclusions on the added 
benefit of abrocitinib in comparison with dupilumab in adolescents with moderate-to-severe 
atopic dermatitis who are candidates for systemic therapy. Below, the data presented by the 
company are described, and afterwards the reasons for its unsuitability for deriving added 
benefit for the present research questions are provided.  

I 3.1 Data presented by the company 

JADE DARE study 

The JADE DARE study has already been used in the dossier assessment A22-06 [4] and the 
associated addendum A22-60 [5] for the assessment of the added benefit of abrocitinib in 
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comparison with the ACT for moderate-to-severe atopic dermatitis in adults who are 
candidates for systemic therapy. The JADE DARE study is a double-blind RCT comparing 
abrocitinib and dupilumab. The treatment duration was 26 weeks. A total of 727 patients were 
assigned to treatment with abrocitinib 200 mg once daily (N = 362) or dupilumab 300 mg 
every 2 weeks (N = 365). The abrocitinib dosage of 100 mg, which is also approved, was not 
investigated in the JADE DARE study.  

For the entire treatment duration, patients had to apply emollients at least twice daily and 
moderate-potency topical glucocorticoids (TCS) once daily to areas with active lesions. On 
areas of intolerance or thin skin, low-potency TCS, topical calcineurin inhibitors (TCI) or 
phosphodiesterase (PDE) 4 inhibitors could be used. Background therapy with TCS, TCI, or any 
PDE4 inhibitors was de-escalated or reinitiated according to a defined regimen. Treatment 
escalation (which the company referred to as rescue therapy) with high-potency TCS, systemic 
corticosteroids, or other systemic therapies according to Sidbury et al. [11] was allowed after 
Week 4 if deemed necessary by the investigator. 

See dossier assessment A22-06 [4] for a detailed description of the study and intervention 
characteristics of the already known JADE DARE study. 

JADE TEEN study 

The JADE TEEN study is a double-blind RCT comparing abrocitinib and placebo with a 
treatment duration of 12 weeks. Afterwards, patients had the option of participating in the 
extension study JADE EXTEND [12] administering 100 mg or 200 mg abrocitinib.  

The JADE TEEN study included patients aged 12 to 17 years with moderate-to-severe atopic 
dermatitis. Severity of disease was defined based on the following baseline criteria: ≥ 10% of 
body surface area (BSA) affected; Investigator Global Assessment (IGA) ≥ 3; Eczema Area and 
Severity Index (EASI) ≥ 16, and itching with a score of ≥ 4 on the Peak Pruritus Numerical Rating 
Scale (NRS). Furthermore, the patients had to have either responded inadequately to topical 
drug treatments for atopic dermatitis for at least 4 consecutive weeks within 6 months prior 
to the screening or had to have received a systemic therapy for the treatment of atopic 
dermatitis or a systemic therapy had to be considered according to medical judgement. It is 
not clear from the available information how an inadequate response was defined or what 
criteria were used to determine eligibility for systemic therapy. 

Overall, 287 patients were included in the JADE TEEN study and randomly allocated in a 1:1 
ratio either to treatment with abrocitinib 200 mg (N = 96), abrocitinib 100 mg (N = 95), or 
placebo (N = 96). The stratification factor was the severity of disease (IGA 3 vs. IGA 4).  

In principle, both abrocitinib doses used in the JADE TEEN study (100 mg and 200 mg once 
daily each) are approved for the treatment of adolescents according to the SPC, whereby the 
recommended starting dose for adolescents weighing less than 59 kg is 100 mg once daily; for 
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adolescents weighing 59 kg or more, a starting dose of 100 mg or 200 mg once daily may be 
indicated [3]. According to the SPC, the starting dose can be reduced or increased based on 
tolerance and efficacy. Regardless of age, the choice of starting dose should be made based 
on individual patient characteristics such as an increased risk of venous thromboembolism, 
severe adverse cardiovascular events and malignant diseases. Further, patients on 
maintenance therapy should receive the lowest effective dose. In the JADE TEEN study, the 
allocation to the two intervention arms and thus the determination of the starting dose was 
carried out without taking into account patient-specific characteristics such as weight or risk 
factors. However, due to the exclusion criteria, it was largely not possible for patients with risk 
factors to participate in the JADE TEEN study. In Module 4 A, the company presents only the 
200 mg arm and the placebo arm on the intervention side. To assess the lack of individualized 
dosing according to body weight, see Section I 3.2. 

Throughout the entire treatment duration, all patients had to apply emollients at least twice 
daily as background therapy. In areas with active lesions, moderate-potency TCS were applied 
once daily, and in areas with intolerance or thin skin, low-potency TCS, TCI, or PDE4 inhibitors. 
Background therapy with TCS, TCI, or any PDE4 inhibitors was de-escalated or reinitiated 
according to a defined regimen (see Table 7 of the full dossier assessment). According to the 
study protocol, a treatment escalation with high-potency TCS, systemic glucocorticoids or 
other systemic therapies was not planned in the study. 

The primary outcomes of the study were an IGA 0-1 with simultaneous improvement of the 
IGA by ≥ 2 points at week 12 and EASI 75 at week 12. Additionally, outcomes in the categories 
of morbidity, health-related quality of life and side effects were recorded. 

For a characterization of the JADE TEEN study, see also Table 6 and Table 7 in I Appendix B of 
the full dossier assessment. 

Approach of the company 

To assess the added benefit, the company took the total population of the JADE DARE study 
on adults into account and transferred its results to the target population of adolescents in 
the present therapeutic indication. The company justified the need for evidence transfer on 
the grounds that the JADE TEEN study with a treatment duration of 12 weeks, which it 
additionally presented in Module 4 A, was considered too short in the context of the benefit 
assessment and that moreover the study was placebo-controlled. Nevertheless, the company 
believes that the results of the JADE TEEN study can be used to verify the transferability of the 
results of the JADE DARE study to the adolescent target population, as in its view the 
requirements for evidence transfer are met. With reference to the European Medicines 
Agency (EMA), it cited various criteria [13,14]. It stated for instance that the mechanism of 
action of abrocitinib in adults and adolescents is comparable and the pathogenesis and clinical 
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picture are sufficiently similar. Furthermore, it stated that the ACT specified by the G-BA is 
identical for adults and adolescents, and an added benefit of abrocitinib in the present 
therapeutic indication has been established for adults. The company also stated that there are 
no effect modifications due to age in the JADE DARE study and there are mostly sufficiently 
large effects in the JADE TEEN study. The company concluded the latter by comparing only the 
intervention arms with abrocitinib at a dose of 200 mg of the JADE DARE and JADE TEEN 
studies at week 12.  

In addition, the company justified its exclusive consideration of the JADE TEEN study on 
adolescents with the fact that in this study, in contrast to the JADE MONO 1 [15] and JADE 
MONO 2 [16] studies, which also included adolescents, a background therapy was 
administered analogue to the JADE DARE study, and therefore the JADE TEEN study, in 
connection with the transfer of the results of the JADE DARE study, provides the best available 
evidence for adolescents 12 years and older with moderate-to-severe atopic dermatitis who 
are candidates for systemic therapy.  

I 3.2 Assessment of the data and approach of the company 

The data presented by the company are not suitable for the benefit assessment of abrocitinib 
in comparison with the ACT dupilumab in adolescents with moderate-to-severe atopic 
dermatitis who are candidates for systemic therapy. This is justified below. 

JADE TEEN study unsuitable for the benefit assessment 

In agreement with the company, the JADE TEEN study is not suitable for answering the 
research question of the present benefit assessment because, on the one hand, the 
appropriate comparator therapy has not been implemented. In the JADE TEEN study, patients 
in the control arm received placebo in combination with a topical background therapy (see 
Table 7 of the full dossier assessment). However, the G-BA specified dupilumab (possibly in 
combination with TCS and/or TCI) as the ACT. On the other hand, the treatment duration of 
the JADE TEEN study used by the company is 12 weeks and therefore does not fulfil the 
minimum treatment duration of 24 weeks in the present therapeutic indication. A treatment 
duration of 12 weeks is altogether too short to assess the long-term effects of abrocitinib on 
the chronic inflammatory course of atopic dermatitis. 

Further uncertainties 

Suitability of patients for systemic therapy 

According to the checklist for establishing the indication for systemic therapy in adolescents 
(Checkliste “Indikationsstellung für die Systemtherapie: Jugendliche”) as part of the 
S3 guideline on atopic dermatitis, various criteria must be checked for the initiation of 
systemic therapy or when switching to another systemic therapy [17]. Accordingly, a systemic 
therapy is suitable for patients if there is a relevant objective severity, a significant subjective 
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burden, and a lack of treatment response. The European guideline, in contrast, does not 
specify any strict subjective criteria for establishing the indication for systemic therapy [18-
20]. 

The criteria for inclusion in the JADE TEEN study (see Section I 3.1) already fulfil the 
requirements for relevant objective severity and lack of treatment response. To assess the 
relevant subjective burden, 3 criteria are listed in accordance with the above-mentioned 
checklist: (Children’s) Dermatology Life Quality Index (cDLQI DLQI) > 10, itching > 6 on a visual 
analogue scale (VAS) or NRS from 0 to 10, or relevant night-time sleep disturbance due to 
itching/eczema. No specific threshold value is specified for night-time sleep disturbance, 
above which a relevant disturbance can be assumed. In addition, no separate analyses of sleep 
disorders are available for the JADE TEEN study. This criterion is therefore not considered 
further below. IQWiG calculations based on means and standard deviations and assuming 
normal distribution in the study population show that over 71% of JADE TEEN participants had 
a baseline cDLQI ≥ 11. Over 71% of patients had a peak pruritus ≥ 7 on a NRS at baseline. The 
patient population with a cDLQI ≥ 11 and the population with peak pruritus ≥ 7 presumably 
do not fully overlap, and hence, at least 80% of the study population also meet the criterion 
of relevant subjective burden. Despite this uncertainty, it is generally assumed that a systemic 
therapy is an option for the JADE TEEN study population. 

Abrocitinib dosage independent of body weight 

As described above, for the JADE TEEN study, the company only presented the study arm in 
which abrocitinib was administered at a dose of 200 mg on the intervention page in 
Module 4 A. The reason for this is presumably that abrocitinib was only used at a dose of 
200 mg in the JADE DARE study and the company wanted to create better comparability of 
the intervention arms of the JADE DARE and JADE TEEN studies for the evidence transfer it 
carried out.  

According to the SPC, the starting dose for adolescents depends in particular on body weight. 
According to IQWiG calculations based on means and standard deviations and assuming 
normal distribution, approximately 48% of patients in the 200 mg abrocitinib arm of the JADE 
TEEN study weighed less than 59 kg and therefore did not receive the approval-compliant 
starting dose for this age group. Furthermore, the JADE TEEN study did not allow dose 
modification based on tolerance and effectiveness. Regarding the timing of treatment 
modification, no clear criteria have been established, particularly not after treatment 
response. However, it is assumed that no larger-scale dose modifications are usually necessary 
within a treatment period of 12 weeks, as in the JADE TEEN study. Therefore, the limitation of 
no dose modification options remains without consequence for the present assessment.  
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Results of the JADE DARE study are not transferable to adolescents 

As described, the company transferred the results of the JADE DARE study in adults to the 
target population of adolescents in the present therapeutic indication. Under certain 
circumstances, results can be transferred from one population to another one for which no or 
only insufficient data are available. In Module 4 A, the company presents the results of the 
JADE TEEN study for the population of adolescents with moderate-to-severe atopic dermatitis 
who are candidates for systemic therapy in order to verify transferability, limiting the 
presentation to the 200 mg abrocitinib arm and the placebo arm. The company did not 
consider other RCTs in the therapeutic indication that also included comparisons of abrocitinib 
versus placebo (the company mentioned the JADE MONO 1 and JADE MONO 2 studies, see 
Section I 3.1) when transferring the results of the JADE DARE study with adult patients. Due 
to the fact that only in the JADE TEEN study a background therapy analogous to the JADE DARE 
study was administered, the company's approach of only considering the JADE TEEN study for 
adolescents appears basically comprehensible.  

In the present data constellation, however, it is not possible to transfer the results from adults 
in the JADE DARE study to adolescents. While the pathogenesis and clinical picture of atopic 
dermatitis as well as the mechanism of action of abrocitinib are sufficiently similar between 
adults and adolescents [21-24], further prerequisites for transferring results from adults to 
the adolescent target population are not fulfilled. The JADE DARE and JADE TEEN studies used 
by the company differed not only with regard to the age of the patient population and the 
treatment duration, but also in particular with regard to the comparator used: the JADE DARE 
study only investigated the comparison with placebo (+ background therapy) and not with the 
ACT dupilumab (+ background therapy). 

Further comments on the transfer carried out by of the company 

Key outcomes for the outcome category of morbidity (remission [EASI 100, SCORing Atopic 
Dermatitis 100]; SCORing-Atopic-Dermatitis improvement by 90% [SCORAD 90] as well as 
patient-reported symptoms [Patient Oriented Eczema Measure 0]), which formed the basis 
for the positive conclusion of the dossier assessment A22-06 [4] with the associated 
addendum A22-60 [5] and the decision on the procedure for Abrocitinib in adult patients 
[25,26], showed no statistically significant effects in the JADE TEEN study. Only the patient-
reported symptoms in the operationalization Patient Oriented Eczema Measure 0 to 2 showed 
a statistically significant effect in favour of abrocitinib in the JADE TEEN study. 

In addition, the JADE TEEN study showed a statistically significant effect in favour of abrocitinib 
for the outcome of pruritus (improvement in peak pruritus NRS by ≥ 4 points) that was 
relevant for the benefit assessment, while a statistically significant effect to the disadvantage 
of abrocitinib was shown for the outcome of nausea (preferred term [PT], adverse events 
[AEs]). The results relate exclusively to the comparison with placebo (+ background therapy) 
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and not with the ACT dupilumab (+ background therapy). The company itself based its 
assessment only on the comparison of the abrocitinib arms of both studies, i.e. neither against 
a background therapy nor against the ACT dupilumab. From the JADE DARE study, the 
company considered the abrocitinib arm without restriction to the youngest age stratum (see 
below). The company also did not conduct any information retrieval on studies with the ACT. 
With such an information retrieval, the company could identify studies in adolescents in which 
dupilumab is not directly compared with abrocitinib, but which could in principle provide data 
on the ACT dupilumab for the present research question. It should be noted that there is at 
least 1 RCT on dupilumab in adolescents, the AD-1526 study known from dossier assessment 
A19-75 [27]. However, it is unclear whether the JADE TEEN and AD-1526 studies are 
sufficiently similar to support the evidence transfer. At the very least, there are differences in 
the study duration and background therapy. 

It should also be noted that the best possible approximation of the target population is the 
youngest age stratum (≥ 18 to < 40 years) of the JADE DARE study. This also applies against 
the background that in the JADE DARE study, contrary to the company's assessment (see 
Section I 3.1), a significant effect modification by age occurred in addendum A22-60 for the 
outcome of patient-reported symptoms, operationalized as Patient Oriented Eczema Measure 
0, and the added benefit was derived separately according to age [5]. For the relevant age 
stratum (≥ 18 to < 40 years), neither information on patient characteristics nor analyses on all 
patient-relevant outcomes are available in dossier assessment A22-06 and the associated 
addendum A22-60. A comparative juxtaposition of patient characteristics and results for the 
relevant age stratum is therefore not possible or only possible to a limited extent. However, 
this would be necessary to assess whether the results from the JADE DARE study can be 
transferred to the target population.  

Furthermore, it should be noted that in the JADE DARE study, abrocitinib and dupilumab were 
used only at the higher approved dosage (200 mg and 300 mg respectively). No data are 
available for the equally approved dosages of 100 mg (abrocitinib) and 200 mg (dupilumab), 
which according to the SPC should be administered to adolescents with a body weight of 
< 59 kg/< 60 kg. 

In summary, based on the available data, it is not possible to transfer the results from adults 
in the JADE DARE study to adolescents. 
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I 4 Results on added benefit 

In its dossier, the company did not present any suitable data for the assessment of the added 
benefit of abrocitinib in comparison with the ACT dupilumab for adolescents 12 years and 
older with moderate-to-severe atopic dermatitis who are candidates for systemic therapy. 
There is no hint of an added benefit of abrocitinib in comparison with the ACT dupilumab; an 
added benefit is therefore not proven. 
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I 5 Probability and extent of added benefit 

Table 5 summarizes the result of the assessment of the added benefit of abrocitinib in 
comparison with the ACT. 

Table 5: Abrocitiniba – probability and extent of added benefit 
Therapeutic indication ACTb Probability and extent of 

added benefit 

Adolescents 12 years and older with 
moderate-to-severe atopic dermatitis who 
are candidates for systemic therapy 

Dupilumab (if applicable, in 
combination with TCS and/or 
TCI) 

Added benefit not proven 

a. Abrocitinib may be used as monotherapy or with other drugs for topical use in atopic dermatitis [3]. 
b. Presentation of the ACT specified by the G-BA. 

ACT: appropriate comparator therapy; G-BA: Federal Joint Committee; TCI: topical calcineurin inhibitors; TCS: 
topical glucocorticoids 

 

The assessment described above deviates from that of the company, which derived a hint of 
a non-quantifiable added benefit of abrocitinib in comparison with dupilumab in adolescents 
12 years and older with moderate-to-severe atopic dermatitis who are candidates for systemic 
therapy. 

The G-BA decides on the added benefit. 

 



Extract of dossier assessment A24-45 Version 1.0 
Abrocitinib (atopic dermatitis in adolescents ≥ 12 years) 26 Jul 2024 

Institute for Quality and Efficiency in Health Care (IQWiG) - I.19 - 

I 6 References for English extract  

Please see full dossier assessment for full reference list. 

The reference list contains citations provided by the company in which bibliographical 
information may be missing. 

1. Institut für Qualität und Wirtschaftlichkeit im Gesundheitswesen. Allgemeine Methoden; 
Version 7.0 [online]. 2023 [Accessed: 06.10.2023]. URL: 
https://www.iqwig.de/methoden/allgemeine-methoden_version-7-0.pdf. 

2. Skipka G, Wieseler B, Kaiser T et al. Methodological approach to determine minor, 
considerable, and major treatment effects in the early benefit assessment of new drugs. 
Biom J 2016; 58(1): 43-58. https://doi.org/10.1002/bimj.201300274. 

3. Pfizer. Cibinqo 50 mg/100 mg/200 mg Filmtabletten [online]. 2024. URL: 
https://www.fachinfo.de. 

4. Institut für Qualität und Wirtschaftlichkeit im Gesundheitswesen. Abrocitinib (atopische 
Dermatitis) – Nutzenbewertung gemäß § 35a SGB V; Dossierbewertung [online]. 2022 
[Accessed: 11.07.2023]. URL: https://www.iqwig.de/download/a22-
06_abrocitinib_nutzenbewertung-35a-sgb-v_v1-0.pdf. 

5. Institut für Qualität und Wirtschaftlichkeit im Gesundheitswesen. Abrocitinib (atopische 
Dermatitis) – Addendum zum Auftrag A22-06 [online]. 2022 [Accessed: 11.07.2023]. URL: 
https://www.iqwig.de/download/a22-60_abrocitinib_addendum-zum-auftrag-a22-06_v1-
0.pdf. 

6. Pfizer. A phase 3, randomized, double blind, placebo controlled, multi center study 
investigating the efficacy and safety of PF 04965842 co administered with background 
medicated topical therapy in adolescent participants 12 to <18 years of age with moderate 
to severe atopic dermatitis [online]. [Accessed: 31.05.2024]. URL: 
https://www.clinicaltrialsregister.eu/ctr-search/search?query=eudract_number:2018-
003804-37. 

7. Pfizer. JAK1 Inhibitor With Medicated Topical Therapy in Adolescents With Atopic 
Dermatitis (JADE TEEN) [online]. 2022 [Accessed: 31.05.2024]. URL: 
https://clinicaltrials.gov/study/NCT03796676. 

8. Eichenfield LF, Flohr C, Sidbury R et al. Efficacy and Safety of Abrocitinib in Combination 
With Topical Therapy in Adolescents With Moderate-to-Severe Atopic Dermatitis: The JADE 
TEEN Randomized Clinical Trial. JAMA dermatology 2021; 157(10): 1165-1173. 
https://doi.org/10.1001/jamadermatol.2021.2830. 

https://www.iqwig.de/methoden/allgemeine-methoden_version-7-0.pdf
https://doi.org/10.1002/bimj.201300274
https://www.fachinfo.de/
https://www.iqwig.de/download/a22-06_abrocitinib_nutzenbewertung-35a-sgb-v_v1-0.pdf
https://www.iqwig.de/download/a22-06_abrocitinib_nutzenbewertung-35a-sgb-v_v1-0.pdf
https://www.iqwig.de/download/a22-60_abrocitinib_addendum-zum-auftrag-a22-06_v1-0.pdf
https://www.iqwig.de/download/a22-60_abrocitinib_addendum-zum-auftrag-a22-06_v1-0.pdf
https://www.clinicaltrialsregister.eu/ctr-search/search?query=eudract_number:2018-003804-37
https://www.clinicaltrialsregister.eu/ctr-search/search?query=eudract_number:2018-003804-37
https://clinicaltrials.gov/study/NCT03796676
https://doi.org/10.1001/jamadermatol.2021.2830


Extract of dossier assessment A24-45 Version 1.0 
Abrocitinib (atopic dermatitis in adolescents ≥ 12 years) 26 Jul 2024 

Institute for Quality and Efficiency in Health Care (IQWiG) - I.20 - 

9. Pfizer. A Phase 3, Randomized, Double-Blind, Placebo-Controlled, Multi-Center Study 
Investigating the Efficacy and Safety of PF-04965842 Co-Administered With Background 
Medicated  Topical Therapy in Adolescent Participants 12 to <18 Years of Age With 
Moderate-to-Severe Atopic Dermatitis; study B7451036; Clinical Study Report [unpublished]. 
2020.  

10. Pfizer. Zusatzanalysen zu den Studien B7451050 (JADE DARE) und B7451036 (JADE TEEN) 
[unpublished]. 2024.  

11. Sidbury R, Davis DM, Cohen DE et al. Guidelines of care for the management of atopic 
dermatitis: section 3. Management and treatment with phototherapy and systemic agents. J 
Am Acad Dermatol 2014; 71(2): 327-349. https://doi.org/10.1016/j.jaad.2014.03.030. 

12. Pfizer. Study to Evaluate Efficacy and Safety of PF-04965842 With or Without Topical 
Medications in Subjects Aged 12 Years and Older With Moderate to Severe Atopic Dermatitis 
(JADE EXTEND) [online]. 2024 [Accessed: 03.06.2024]. URL: 
https://clinicaltrials.gov/ct2/show/NCT03422822. 

13. European Medicines Agency. Concept paper on extrapolation of efficacy and safety in 
medicine development [online]. 2013. URL: 
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-
extrapolation-efficacy-safety-medicine-development_en.pdf. 

14. European Medicines Agency. Reflection paper on the use of extrapolation in the 
development of medicines for paediatrics [online]. 2018. URL: 
https://www.ema.europa.eu/en/documents/scientific-guideline/adopted-reflection-paper-
use-extrapolation-development-medicines-paediatrics-revision-1_en.pdf. 

15. Simpson EL, Sinclair R, Forman S et al. Efficacy and safety of abrocitinib in adults and 
adolescents with moderate-to-severe atopic dermatitis (JADE MONO-1): a multicentre, 
double-blind, randomised, placebo-controlled, phase 3 trial. Lancet 2020; 396(10246): 255-
266. https://doi.org/10.1016/S0140-6736(20)30732-7. 

16. Silverberg JI, Simpson EL, Thyssen JP et al. Efficacy and Safety of Abrocitinib in Patients 
With Moderate-to-Severe Atopic Dermatitis: A Randomized Clinical Trial. JAMA Dermatol 
2020; 156(8): 863-873. https://doi.org/10.1001/jamadermatol.2020.1406. 

17. Augustin M, Hamelmann E, Kopp M et al. Checkliste: Indikationsstellung zur 
Systemtherapie der atopischen Dermatitis bei Jugendlichen [online]. 2021. URL: 
https://register.awmf.org/assets/guidelines/013_D_Dermatologische_Ges/013-027check-
jugend_S3_Atopische-Dermatitis-AD-Neurodermitis-atopisches-Ekzem_2023-07.pdf. 

18. Wollenberg A, Christen-Zach S, Taieb A et al. ETFAD/EADV Eczema task force 2020 
position paper on diagnosis and treatment of atopic dermatitis in adults and children. J Eur 
Acad Dermatol Venereol 2020; 34(12): 2717-2744. https://doi.org/10.1111/jdv.16892. 

https://doi.org/10.1016/j.jaad.2014.03.030
https://clinicaltrials.gov/ct2/show/NCT03422822
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-extrapolation-efficacy-safety-medicine-development_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-extrapolation-efficacy-safety-medicine-development_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/adopted-reflection-paper-use-extrapolation-development-medicines-paediatrics-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/adopted-reflection-paper-use-extrapolation-development-medicines-paediatrics-revision-1_en.pdf
https://doi.org/10.1016/S0140-6736(20)30732-7
https://doi.org/10.1001/jamadermatol.2020.1406
https://register.awmf.org/assets/guidelines/013_D_Dermatologische_Ges/013-027check-jugend_S3_Atopische-Dermatitis-AD-Neurodermitis-atopisches-Ekzem_2023-07.pdf
https://register.awmf.org/assets/guidelines/013_D_Dermatologische_Ges/013-027check-jugend_S3_Atopische-Dermatitis-AD-Neurodermitis-atopisches-Ekzem_2023-07.pdf
https://doi.org/10.1111/jdv.16892


Extract of dossier assessment A24-45 Version 1.0 
Abrocitinib (atopic dermatitis in adolescents ≥ 12 years) 26 Jul 2024 

Institute for Quality and Efficiency in Health Care (IQWiG) - I.21 - 

19. Wollenberg A, Kinberger M, Arents B et al. European guideline (EuroGuiDerm) on atopic 
eczema: part I - systemic therapy. J Eur Acad Dermatol Venereol 2022; 36(9): 1409-1431. 
https://doi.org/10.1111/jdv.18345. 

20. Wollenberg A, Barbarot S, Bieber T et al. Consensus-based European guidelines for 
treatment of atopic eczema (atopic dermatitis) in adults and children: part I. J Eur Acad 
Dermatol Venereol 2018; 32(5): 657-682. https://doi.org/10.1111/jdv.14891. 

21. Werfel T, Ott H. S3-Leitlinie „Atopische Dermatitis“ (AWMF-Registernr. 013-027) [online]. 
2023. URL: https://register.awmf.org/assets/guidelines/013-027l_S3_Atopische-Dermatitis-
AD-Neurodermitis-atopisches-Ekzem_2023-07.pdf. 

22. Akdis CA, Akdis M, Bieber T et al. Diagnosis and treatment of atopic dermatitis in children 
and adults: European Academy of Allergology and Clinical Immunology/American Academy 
of Allergy, Asthma and Immunology/PRACTALL Consensus Report. J Allergy Clin Immunol 
2006; 118(1): 152-169. https://doi.org/10.1016/j.jaci.2006.03.045. 

23. Bieber T, D'Erme AM, Akdis CA et al. Clinical phenotypes and endophenotypes of atopic 
dermatitis: Where are we, and where should we go? J Allergy Clin Immunol 2017; 139(4S): 
S58-S64. https://doi.org/10.1016/j.jaci.2017.01.008. 

24. European Medicines Agency. EPAR - Public Assessment report: Cibinqo. International 
non-proprietary name: Abrocitinib. Procedure No. EMEA/H/C/005452/0010 [online]. 2024. 
URL: https://www.ema.europa.eu/en/documents/variation-report/cibinqo-h-c-005452-
0010-epar-assessment-report-variation_en.pdf. 

25. Gemeinsamer Bundesausschuss. Tragende Gründe zum Beschluss des Gemeinsamen 
Bundesausschusses über eine Änderung der Arzneimittel-Richtlinie: Anlage XII – 
Nutzenbewertung von Arzneimitteln mit neuen Wirkstoffen nach § 35a des Fünften Buches 
Sozialgesetzbuch (SGB V); Abrocitinib (Atopische Dermatitis) [online]. 2022 [Accessed: 
09.07.2024]. URL: https://www.g-ba.de/downloads/40-268-8636/2022-07-07_AM-RL-
XII_Abrocitinib_D-771_TrG.pdf. 

26. Gemeinsamer Bundesausschuss. Beschluss des Gemeinsamen Bundesausschusses über 
eine Änderung der Arzneimittel-Richtlinie: Anlage XII – Nutzenbewertung von Arzneimitteln 
mit neuen Wirkstoffen nach § 35a des Fünften Buches Sozialgesetzbuch (SGB V); Abrocitinib 
(Atopische Dermatitis) [online]. 2022 [Accessed: 09.07.2024]. URL: https://www.g-
ba.de/downloads/39-261-5517/2022-07-07_AM-RL-XII_Abrocitinib_D-771_BAnz.pdf. 

27. Institut für Qualität und Wirtschaftlichkeit im Gesundheitswesen. Dupilumab (atopische 
Dermatitis bei Jugendlichen) – Nutzenbewertung gemäß § 35a SGB V; Dossierbewertung 
[online]. 2019 [Accessed: 11.07.2023]. URL: https://www.iqwig.de/download/a19-
75_dupilumab_nutzenbewertung-35a-sgb-v_v1-0.pdf. 

 

https://doi.org/10.1111/jdv.18345
https://doi.org/10.1111/jdv.14891
https://register.awmf.org/assets/guidelines/013-027l_S3_Atopische-Dermatitis-AD-Neurodermitis-atopisches-Ekzem_2023-07.pdf
https://register.awmf.org/assets/guidelines/013-027l_S3_Atopische-Dermatitis-AD-Neurodermitis-atopisches-Ekzem_2023-07.pdf
https://doi.org/10.1016/j.jaci.2006.03.045
https://doi.org/10.1016/j.jaci.2017.01.008
https://www.ema.europa.eu/en/documents/variation-report/cibinqo-h-c-005452-0010-epar-assessment-report-variation_en.pdf
https://www.ema.europa.eu/en/documents/variation-report/cibinqo-h-c-005452-0010-epar-assessment-report-variation_en.pdf
https://www.g-ba.de/downloads/40-268-8636/2022-07-07_AM-RL-XII_Abrocitinib_D-771_TrG.pdf
https://www.g-ba.de/downloads/40-268-8636/2022-07-07_AM-RL-XII_Abrocitinib_D-771_TrG.pdf
https://www.g-ba.de/downloads/39-261-5517/2022-07-07_AM-RL-XII_Abrocitinib_D-771_BAnz.pdf
https://www.g-ba.de/downloads/39-261-5517/2022-07-07_AM-RL-XII_Abrocitinib_D-771_BAnz.pdf
https://www.iqwig.de/download/a19-75_dupilumab_nutzenbewertung-35a-sgb-v_v1-0.pdf
https://www.iqwig.de/download/a19-75_dupilumab_nutzenbewertung-35a-sgb-v_v1-0.pdf


Extract of dossier assessment A24-45 Version 1.0 
Abrocitinib (atopic dermatitis in adolescents ≥ 12 years) 26 Jul 2024 

Institute for Quality and Efficiency in Health Care (IQWiG) - I.22 - 

The full report (German version) is published under 
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