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ADVICE: following a full submission  

baricitinib (Olumiant®) is not recommended for use within NHSScotland. 

Indication under review: for the treatment of severe alopecia areata in adult patients. 

In two randomised, double-blind, phase III studies in patients with severe alopecia areata, 

baricitinib was associated with statistically significant improvements in scalp hair regrowth 

versus placebo. 

The submitting company’s justification of the treatment’s cost in relation to its health 

benefits was not sufficient and in addition the company did not present a sufficiently robust 

economic analysis to gain acceptance by SMC. 
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1. Clinical Context 

1.1. Medicine background 

Baricitinib is a selective and reversible Janus kinase (JAK) 1 and 2 inhibitor. JAK enzymes activate 

signal transducers and activators of transcription which activate gene expression in a number of 

cytokines and growth factors that are involved in haematopoiesis, inflammation and immune 

function. For alopecia areata, the recommended dose of baricitinib is 4mg orally once daily (or 

2mg once daily for some patients such as those at higher risk of venous thromboembolism [VTE]. 

(See SPC for full details). A dose of 2mg once daily can be considered for patients who have 

achieved sustained control of disease activity with 4mg once daily and are eligible for dose 

tapering. If a stable response is achieved, patients should continue treatment for at least several 

months in order to avoid relapse.1  

1.2. Disease background 

Alopecia areata is an autoimmune condition, resulting in inflammation of the hair follicle and is 

characterised by patches of non-scarring hair loss, which can affect the scalp, eyebrows, 

eyelashes, and facial hair. The most severe forms can result in total loss of hair. In the UK, it is 

estimated that approximately 0.6% of adults have alopecia areata, of which 7% to 10% may have 

the severe form. Patients with severe alopecia areata may experience emotional and psychosocial 

distress, and the prevalence of depression and anxiety is high in these patients. Up to half of 

patients who present with alopecia areata may have spontaneous hair regrowth within one year, 

however most will relapse at a later date.2, 3, 4  

1.3. Treatment pathway and relevant comparators 

At present, there is no standard treatment pathway for severe alopecia areata and most 

treatments in clinical practice are used off-label. Treatment options include corticosteroids 

(topical, intralesional or systemic), topical minoxidil, systemic psoralen plus ultraviolet radiation 

(PUVA), contact immunotherapy (not available in all centres), methotrexate, calcineurin inhibitors, 

sulfasalazine, and topical dithranol. Current treatment options generally have limited efficacy and 

are not supported by robust clinical evidence; associated side effects can limit long-term use. Wigs 

and other prostheses can also be used as effective ways to cope with alopecia areata. Patients 

may not receive any treatment initially as spontaneous hair regrowth can occur in some cases.2, 3 

2. Summary of Clinical Evidence 

2.1. Evidence for the licensed indication under review 

Evidence to support the efficacy and safety of baricitinib for the treatment of severe alopecia 

areata in adult patients comes from two similar studies, BRAVE-AA1 and BRAVE-AA2. Details are 

summarised in Table 2.1. 

  



3 

Table 2.1. Overview of relevant studies2, 5 

Baricitinib demonstrated a statistically significant benefit over placebo for the primary outcome 

and several key secondary outcomes. See Table 2.2 for details. Only p-values that were statistically 

significant after adjustment for multiplicity have been presented. Baricitinib was also effective in 

improving eyelash and eyebrow hair loss as measured by clinician-assessed outcomes. 

  

Criteria BRAVE-AA1 BRAVE-AA2 

Study design Randomised, multicentre, double-blind, placebo-controlled phase III study 

Eligible patients  Age: males, 18 to 60 years; females, 18 to 70 years 

 Severity of Alopecia Tool (SALT) score of ≥50 (range 0 to 100, with 0 
representing no scalp hair loss and 100 complete scalp hair loss) 

 Current episode of alopecia areata lasting >6 months to <8 years, without 
spontaneous improvement (≤10-point reduction in the SALT score) during 
the previous 6 months 

Treatments  Baricitinib 4mg orally once daily for 36 weeks 

 Baricitinib 2mg orally once daily for 36 weeks 

 Placebo for 36 weeks 

Randomisation Randomised in a 3:2:2 ratio to receive baricitinib 4mg, 2mg, or placebo. 
Randomisation was stratified according to geographic region (North America, Asia 
or rest of the world) and duration of current episode (<4 years or ≥4 years). 

Primary outcome The primary outcome was a SALT score of ≤20 at week 36.  The SALT score is a 
tool developed by the National Alopecia Areata Foundation Working Committee 
to assess the extent of scalp hair loss in patients with alopecia areata. It uses a 
visual aid showing the division of the scalp hair into four areas, each constituting a 
proportion of total scalp surface area (top = 40%, posterior/back = 24%, right side 
= 18%, left side = 18%). The percentage of hair loss in each area is determined by 
clinician/investigator and is multiplied by the percentage of scalp covered by that 
area. The total sum of the four products of each area will give the SALT score. 
Only terminal hair is included in the SALT when determining scalp coverage. 

Secondary outcomes SALT ≤20 at week 24; SALT ≤20 at week 16; SALT ≤10 at week 36; proportion of 
patients achieving at least 90% improvement from baseline in SALT score (SALT90); 
proportion of patients achieving Patient-Reported Outcome (PRO) for Scalp Hair 
Assessment Score of 0 or 1 with ≥2 point improvement from baseline at week 36; 
proportion of patients achieving clinician-reported outcome (ClinRO) measures 
for eyebrow hair loss 0 or 1 with ≥2 point improvement from baseline at week 36; 
proportion of patients achieving ClinRO measures for eyelash hair loss 0 or 1 with 
≥2 point improvement from baseline at week 36  

Statistical analysis Efficacy analyses were performed in the full analysis set (FAS) population, which 
included all patients who underwent randomisation. A hierarchical testing 
procedure was applied to the primary and key secondary outcomes in both 
studies with no formal testing after the first non-significant outcome in the 
hierarchy.  
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Table 2.2. Primary and selected key secondary outcomes of BRAVE-AA1 and BRAVE-AA2 (FAS 
population).2, 5 

 BRAVE-AA1 BRAVE-AA2 Pooled 

 BARI 
4mg 

(n=281) 

BARI 
2mg 

(n=184) 

Placebo 
(n=189) 

BARI 
4mg 
(n= 

234) 

BARI 
2mg 

(n=156) 

Placebo 
(n=156) 

BARI 
4mg 

(n=515) 

BARI 
2mg 

(n=340) 

Placebo 
(n=345) 

Primary outcome: SALT ≤20 at week 36 

Response 
(%) 

35% 22% 5.3% 32% 17% 2.6% 34% 20% 4.1% 

Difference 
vs 
placebo 
(95% CI) 

30% 
(23% to 

36%) 

16% 
(9.7% 

to 23%) 

- 30% 
(23% 

to 
36%) 

15%  
(8.3% 

to 22%) 

- 30%  
(25% to 

34%) 

16%  
(11% to 

20%) 

- 

p-value vs 
placebo 

<0.001 <0.001 - <0.001 <0.001 - <0.001 <0.001 - 

Key secondary outcome: SALT ≤20 at week 24 

Response 
(%) 

27% 11% 4.8% 28% 11% 1.3% 27% 11% 3.2% 

p-value vs 
placebo 

<0.001 0.013 - <0.001 - - <0.001 <0.001  

Key secondary outcome: SALT ≤20 at week 16 

Response 
(%) 

18% 6.5% 4.2% 18% 8.3% 1.3% 18% 7.4% 2.9% 

p-value vs 
placebo 

<0.001 - - - - - <0.001 0.007 - 

Key secondary outcome: SALT ≤10 at week 36 

Response 
(%) 

26% 12% 3.7% 24% 11% 0.6% 25% 12% 2.3% 

p-value vs 
placebo 

<0.001 0.002 - <0.001 - - <0.001 <0.001 - 

Key secondary outcome: Proportion of patients achieving PRO for Scalp Hair Assessment Score of 0 
or 1 with ≥2 point improvement from baseline at week 36 (FAS population among patients with 
score ≥3 at baseline) 

n 275 175 181 215 149 151 490 324 332 

Response 
(%) 

33% 16% 5.0% 34% 16% 4.0% 34% 16% 4.5% 

p-value vs 
placebo 

<0.001 <0.001 - <0.001 0.001 - <0.001 <0.001 - 

BARI = baricitinib; FAS = full analysis set; SALT = Severity of Alopecia Areata Tool; PRO=patient reported outcome;  

All patients who completed either study period up to week 36 entered the long-term extension 

period. Patients in the baricitinib groups continued their current treatment. Patients in the 

placebo groups were either randomised to baricitinib 2mg or 4mg (if they had not achieved SALT 

≤20 at week 36) or continued receiving placebo (if they had achieved SALT ≤20 at week 36). Using 

pooled data of BRAVE-AA1 and BRAVE-AA2, the proportion of patients achieving SALT ≤20 in the 

baricitinib treatment groups at week 52 was assessed. At week 52, 39% of patients receiving 

baricitinib 4mg achieved this outcome (improved from 34% at week 36).1, 2, 6, 7 
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BRAVE-AA1 and BRAVE-AA2 differed in study design from week 52 onwards. In BRAVE-AA1, 

patients in the baricitinib treatment groups who achieved SALT ≤20 at week 52 were randomised 

in a 3:1 ratio to either stay on their current dose of baricitinib or switch to placebo. In the 

baricitinib 4mg and 2mg groups respectively, 33% and 20% of responders stayed in remission until 

week 76 if baricitinib was withdrawn; a majority of patients therefore lost response within 24 

weeks after discontinuation.2 

In BRAVE-AA2, patients in the baricitinib 4mg treatment group who were responders (SALT ≤20 at 

week 52) were randomised equally to either continue receiving baricitinib 4mg or to down-titrate 

to the 2mg dose. Clinical response was maintained at week 76 for 96% of patients who remained 

on baricitinib 4mg.2, 7 

Other data were also assessed but remain confidential.* 

2.2. Health-related quality of life outcomes 

Some of the key secondary outcomes were patient reported outcomes, see Table 2.2. Exploratory 

patient reported outcomes included Skindex-16 (adapted for alopecia areata), Hospital Anxiety 

and Depression Scale (HADS), European quality of life-5 dimensions-5 levels (EQ-5D-5L), and the 

36-Item Short Form Health Survey (SF-36). Baricitinib 4mg demonstrated an improvement versus 

placebo for Skindex-16 emotion domain, functioning domain, and symptoms domain (BRAVE-AA2 

only) at week 36, and HADS anxiety (both studies) and depression scores (BRAVE-AA2 only). 

However, no meaningful differences were observed for either baricitinib groups versus placebo for 

EQ-5D-5L or SF-36 scores at week 36.2, 6, 7 

3. Summary of Safety Evidence 

In the pooled results of BRAVE-AA1 and BRAVE-AA2 (36-week placebo-controlled period), the 

mean duration of exposure in the baricitinib 4mg (n=540), baricitinib 2mg (n=365) and placebo 

(n=371) groups was 246 days, 241 days, and 239 days respectively. Any treatment-emergent 

adverse event (AE) was reported by 63% of patients in the baricitinib 4mg group, 60% in the 

baricitinib 2mg group, and 57% in the placebo group. In the baricitinib 4mg, 2mg, and placebo 

groups respectively, patients with a reported serious AE were 2.6%, 2.2% and 1.6%; patients 

discontinuing therapy due to an AE was 1.5%, 2.2%, and 1.6%; patients permanently discontinuing 

therapy due to AE was 2.2%, 2.2%, and 1.6%.2 

In BRAVE-AA1 and BRAVE-AA2, the most frequently reported treatment-emergent AEs of any 

grade with an incidence >5% in the baricitinib 4mg, 2mg, and placebo groups were: upper 

respiratory tract infection (7.6%, 6.6%, 7.0%), nasopharyngitis (6.9%, 4.4%, 5.1%), headache (6.7%, 

5.5%, 5.4%), and acne (5.6%, 5.8%, 1.1%).2 

The safety profile of baricitinib was considered positive by regulatory bodies. Adverse events and 

serious adverse events were only slightly higher than placebo, and data gathered in patients with 

severe alopecia areata are in line with what has been previously reported in other indications. 

However, there is greater uncertainty with the long-term safety of baricitinib; certain adverse 

events such as elevation of blood lipids, alanine transaminase (ALT), aspartate aminotransferase 

(AST), creatine phosphokinase (CPK), malignancy, major adverse cardiovascular events (MACE), 

VTE, and infections are of particular interest to regulatory bodies.2 

https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf
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4. Summary of Clinical Effectiveness Considerations 

4.1. Key strengths 

 Baricitinib is the first medicine licensed for use in patients with severe alopecia areata. 

 Evidence to support the use of baricitinib in severe alopecia areata comes from two phase 

III, placebo-controlled studies.  

 In BRAVE-AA1 and BRAVE-AA2, baricitinib was associated with statistically significant 

improvements in hair regrowth versus placebo. At week 36, pooled results show that 34%, 

20%, and 4.1% of the baricitinib 4mg, 2mg, and placebo groups respectively had a SALT 

score ≤20, corresponding to at least 80% scalp hair coverage. A SALT score of ≤20 has been 

previously identified as a meaningful treatment outcome for patients with severe alopecia 

areata. Similar improvements were observed for eyebrows and eyelashes. Data from the 

studies also support maintenance of treatment effect through to week 76.2, 8  

4.2. Key uncertainties 

 The magnitude of quality-of-life benefit of baricitinib is uncertain. Although some positive 

results were seen in both studies for Skindex-16 AA and HADS anxiety scores, and in one 

study for HADS depression scores, no meaningful differences were observed for EQ-5D-5L 

and SF-36. For EQ-5D-5L. There are a few possibilities that could explain this: many patients 

had a full score at baseline and therefore could not improve EQ-5D score by week 36; 

patients with more severe psychological disease were excluded from the studies; EQ-5D 

may not be detecting the important psychological aspects of severe alopecia areata; or the 

patient population in the BRAVE studies may not be representative of the general 

population in terms of mental health scores. Although baricitinib is expected to improve 

quality of life for some patients with severe alopecia areata, it is less clear how much 

benefit the Scottish population as a whole could expect to gain.2  

 The submitting company consider “watch and wait” to be the main comparator, with 

patients only transferring to best supportive care, (including ciclosporin, methotrexate, 

azathioprine, intralesional steroids, contact immunotherapy, prednisolone, topical steroids, 

minoxidil, wig use) following non-response after 36 weeks. Clinical experts consulted by 

SMC gave a mixed response to this assumption; some experts felt this was a reasonable 

approach whilst others stated they would start treatment earlier, or during the “watch and 

wait” period they would prescribe a wig. The placebo groups of the BRAVE studies are 

likely acceptable proxies for the “watch and wait” approach. However, there is no direct or 

indirect evidence versus comparators used in Scottish clinical practice. 

 Most patients lost response to baricitinib 24 weeks after discontinuation. Only 33% (4mg 

dose) and 20% (2mg dose) of responders stayed in remission following withdrawal of 

baricitinib. The SPC recommends that the benefit-risk balance should be reassessed at 

regular intervals. However, given the high loss of response rates upon discontinuation, 

patients may require to take baricitinib for long periods to maintain efficacy. Long-term use 

could increase the likelihood of serious side effects. The long-term safety of baricitinib is 

uncertain; adverse effects such as VTE, MACE, and malignancy are areas of specialist 
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interest for regulatory bodies. At present there is an ongoing safety review of JAK inhibitors 

in the treatment of inflammatory disorders initiated at the request of the European 

Commission.2  

4.3. Clinical expert input 

Clinical experts consulted by SMC considered that baricitinib fills an unmet need in this 

therapeutic area as the first licensed treatment for severe alopecia areata, and consider it a 

therapeutic advancement.  

4.4. Service implications 

Baricitinib is an oral treatment which is convenient for both patient and service. There may be 

implications for the service with regards to vaccinations (it is recommended that all patients be 

brought up to date with all immunisations as per current guidelines) and routine monitoring of 

bloods and treatment response.1 

5. Summary of Patient and Carer Involvement 

The following information reflects the views of the specified Patient Group.   

 We received a patient group submission from Alopecia UK, which is a registered charity. 

 Alopecia UK has received 13.4% pharmaceutical company funding in the past two years, 

including from the submitting company.  

 Alopecia areata is not just cosmetic, it is an autoimmune condition. Speed of hair loss varies by 

individual. Lack of predictability makes it difficult for people to come to terms with what is a 

change of identity. It can lead to depression, anxiety, isolation and even suicidal thoughts. 

Psychosocial impacts include not wanting to go out and mix in social settings which leads to 

absenteeism from work/college, in addition the feeling of visible difference and stigma leads to 

a person not being 'present' in a role and hence being passed over for promotion. Adults feel 

they are less likely to succeed as they look different. Reinforcing anxiety, depression and social 

isolation. 

 There are no, effective, long-term treatments available for alopecia areata. Only 1 in 4 patients 

are referred from their GP to dermatology, and many with severe alopecia areata will be told 

there is nothing that can be done. Patients accept there is no cure but are frustrated and 

despair that limited treatments are available with limited success in terms of a) patient 

numbers who respond and b) percentage hair growth. 

 Baricitinib is the first licensed treatment for severe alopecia areata. This treatment gives hope 

for hair regrowth, better quality of life and freedom from the psychosocial impacts of this 

lifelong visible difference. 

  



8 

6. Summary of Comparative Health Economic Evidence 

6.1. Economic case 

Table 6.1 Description of economic analysis 

6.2. Results 

The base case result estimated by the company and considered by the New Drugs Committee 

(NDC) was an incremental cost effectiveness ratio (ICER) of £17,134 per quality adjusted life year 

(QALY) with the PAS.  

Following the NDC meeting, the company provided an alternative base case, which was used by 

SMC as the basis for its decision-making. This revised base case addressed some of the concerns of 

the NDC by using the SALT≤20 definition of response from the BRAVE-AA studies and reducing the 

Criteria Overview 

Analysis type Cost-utility analysis 

Time horizon Lifetime 

Population Adult patients with severe alopecia areata. The company also provided the results based on 

the following subgroups by severity of condition (Severity of Alopecia Tool [SALT]) at baseline: 

 SALT 50-94, severe population 

 SALT 95-100, very severe population 

Comparators The comparator in the model was ‘watch and wait’ followed by best supportive care (BSC) if 
no response is achieved. BSC consisted of a basket of treatments including pharmacological 
treatments, wig use and no treatment. Non-responders and patients discontinuing baricitinib 
treatment are also assumed to receive BSC. ‘Watch and wait’ included ongoing monitoring 
and resource use. 

Model 
description 

A lifetime Markov model was used with 4 health states: induction, maintenance, BSC and 
death. The induction health state corresponds with the response time point in the BRAVE-AA 
studies with patients categorised based on treatment response at 36 weeks. Response was 
defined as SALT50 (proportion of patients achieving at least a 50% improvement from baseline 
SALT score). Patients who respond transition to the ‘maintenance’ health state where they 
remain until loss of response or treatment discontinuation for other reasons. Non-responders 
move to the BSC health state where they remain until death.  

Clinical data The key efficacy data were from the pooled BRAVE-AA studies with response rates based on 
SALT50 and SALT75 measured at 36 weeks. 

Extrapolation Treatment-specific discontinuation is applied according to the discontinuation rates from the 
baricitinib studies. For ‘watch and wait’ all-cause discontinuation data from week 0-36 of the 
placebo arm were used. For baricitinib data from week 0-52 were available and used in the 
maintenance period.  

Quality of life Utility values were derived from EQ-5D data collected in a company-sponsored survey 
(Adelphi study) of 117 people with severe or very severe alopecia areata. EQ-5D data were 
collected in the BRAVE-AA studies but were only used as scenario analysis. The company 
justified their preference for the Adelphi study utility values on the basis that the trial-based 
EQ-5D data were insensitive to changes in the severity of alopecia areata.  

Costs and 
resource use 

Costs included medicine administration, initiation and monitoring costs. Monitoring and 
resource use costs were estimated separately for patients receiving baricitininb, watch and 
wait or BSC and included dermatologist outpatient/nurse visits, blood and biochemistry tests 
plus the costs of wigs and orthotics. Data sources to inform these estimates included the 
Adelphi study and clinical opinion.  

PAS A patient access scheme (PAS) was submitted by the company and assessed by the Patient 
Access Scheme Assessment Group (PASAG) as acceptable for implementation in NHSScotland. 
Under the PAS, a discount was offered on the list price. 
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time horizon over which BSC medicines costs arise to 10 years.  This resulted in a revised base case 

ICER of £27,084 with PAS.  

6.3. Sensitivity analyses 

The company presented a range of one-way, probabilistic and scenario analyses. A selection of the 

key scenario analysis results are presented in Table 6.2, structured around the revised base case 

ICER that the company provided.  

Table 6.2 Selected scenario analysis 

 

Scenario analysis  Base case assumption ICER 

(£/QALY) 

 

SMC  base case - £27,084 

1 5-year time horizon for all costs and effects Lifetime horizon for all 

costs and effects 

£35,071 

2 No ongoing resource use other than wigs and orthotics 

beyond year 5 for Watch and Wait and BSC patients 

Ongoing treatment and 

monitoring costs past 

year 5 

£37,293 

3 As scenario 2 but using EQ-5D data from BRAVE-AA  Utility values based on 

ADELPHI study 

£314,328 

4 As scenario 2 but using HADS data from BRAVE-AA 

mapped to EQ-5D to provide utility values 

Utility values based on 

ADELPHI study 

£104,527 

ICER = incremental cost-effectiveness ratio; QALY = quality-adjusted life-year; HADS = hospital anxiety and depression 

scale, BSC = best supportive care. 

6.4. Key strengths 

 The availability of a phase III study of baricitinib use in a relevant patient population is a 

key strength. 

 Quality of life data were collected in the BRAVE-AA studies showing the quality of life 

impact of baricitinib treatment, although these data were not used in the model base case.  

6.5. Key uncertainties 

 Source of utility data – EQ-5D data were collected in the BRAVE-AA studies but were not 

used in base case analysis. The company argued that the EQ-5D data collected in the 

studies were insensitive to changes in the severity of alopecia areata and the high baseline 

utility values meant it was challenging to see any improvement in quality of life. Instead, 

the EQ-5D data collected in the company’s Adelphi study were used in preference to the 

trial-based estimates. This approach was considered by SMC to have some limitations; the 

data are cross-sectional and from a study with a smaller sample size from the main study 
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and may still be associated with the challenges of the EQ-5D measure showing insensitivity 

to changes in quality of life. Results were particularly sensitive to using trial-based utility 

values (Table 6.2 scenario 3).Using the trial EQ-5D data resulted in very small differences in 

quality of life between responders and non-responders thus resulting in a much smaller 

QALY gain than the EQ-5D data derived from the Adelphi study. The HADS data were 

mapped to EQ-5D using a published mapping algorithm and showed more of a benefit for 

baricitinib but still less than the gains derived from the company’s preferred approach 

(Table 6.2 scenario 4).  

 Comparator – The comparator of ‘watch and wait’ may not be appropriate, particularly 

beyond the initial stage of the model. Assuming patients receive no active treatment and 

after a period of time are discharged from care may be more appropriate for the majority 

of patients whose condition is not resolved. SMC clinical experts were asked to comment 

on how patients would be managed long-term. Responses received indicate it may not be 

appropriate to assume ongoing monitoring for all patients. Sensitivity analysis was 

provided where no additional resource was included in the watch arm (other than wigs and 

orthotics) beyond year 5 and this had a significant impact on the ICER (Table 6.2 scenario 

2).  

 Over-estimation of costs in BSC health state – disease management costs originally 

included in the BSC arm may not reflect how these patients will be managed in clinical 

practice over the longer term. The company’s revised base case attempted to take account 

of this by reducing the time horizon for BSC medicine costs to 10-years (while maintaining 

a lifetime time horizon for all other costs).   

Other data were also assessed but remain confidential.* 

 

7. Conclusion 

The Committee considered the benefits of baricitinib in the context of the SMC decision modifiers 

that can be applied when encountering high cost-effectiveness ratios and agreed that the criterion 

for the absence of other therapeutic options of proven benefit for the disease and provided by the 

NHS was satisfied.  

After considering all the available evidence and after application of the appropriate SMC 

modifier, the Committee was unable to accept baricitinib for use in NHSScotland. 

8. Guidelines and Protocols 

British Association of Dermatologists’ guidelines for the management of alopecia areata were 

published in 2012.3 

9. Additional Information 

9.1. Product availability date 

22 September 2022 

https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf
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Table 9.1 List price of medicine under review  

*Some patients (e.g. patients aged ≥ 65 years) may start on a dose of 2mg, and other patients may 

down-titrate to 2mg once daily following sustained control of disease activity. The cost of 

baricitinib 2mg is the same as baricitinib 4mg. Costs from BNF online on 05 May 2023. Costs do not 

take any patient access schemes into consideration. 

 

10. Company Estimate of Eligible Population and Estimated Budget 
Impact 

The submitting company estimated there would 187 patients estimated to receive treatment in 

year 1 rising to 228 patients in year 5.  

At list prices, the gross medicines budget impact was estimated to be £1.9m in year 1 rising to 

£2.4m in year 5. As no medicines were assumed to be displaced the net medicines budget impact 

was the same as the gross medicines budget impact. 

Other data were also assessed but remain confidential.* 

 

  

Medicine Dose regimen Cost per year  

Baricitinib 4mg once daily* £10,472 

https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf


12 

References 

1. Eli Lilly and Company Limited. Baricitinib film-coated tablets (Olumiant), summary of product 

characteristics. Electronic Medicines Compendium. Available at: 

https://www.medicines.org.uk/emc Date accessed: 03 May 2023. 

2. European Medicines Agency (EMA). Baricitinib (Olumiant) Assessment Report. Available at: 

https://www.ema.europa.eu/en Date accessed: 03 May 2023. 

3. Messenger AG, McKillop J, Farrant P, McDonagh AJ, Sladden M. British Association of 

Dermatologists’ guidelines for the management of alopecia areata 2012. British Journal of 

Dermatology. 2012;166(5):916-26.  

4. Madani S, Shapiro J. Alopecia areata update. J Am Acad Dermatol. 2000;42(4):549-66; quiz 67-

70. Epub 2000/03/22 

5. King B, Ohyama M, Kwon O, Zlotogorski A, Ko J, Mesinkovska NA, Hordinsky M, Dutronc Y, Wu 

WS, McCollam J, Chiasserini C. Two phase 3 trials of baricitinib for alopecia areata. New England 

Journal of Medicine. 2022 May 5;386(18):1687-99. 

6. Eli Lilly. Clinical Study Report: A Multicenter, Randomized, Double-Blind, Placebo-Controlled, 

Operationally Seamless, Adaptive Phase 2/3 Study to Evaluate the Efficacy and Safety of Baricitinib 

in Adult Patients with Severe or Very Severe Alopecia Areata (BRAVE-AA1). 2022. 

7. Eli Lilly. Clinical Study Report: A Multicenter, Randomized, Double-Blind, Placebo-Controlled, 

Phase 3 Study to Evaluate the Efficacy and Safety of Baricitinib in Adult Patients with Severe or 

Very Severe Alopecia Areata (BRAVE-AA2). 2022. 

8. Wyrwich, H. Kitchen, S. Knight, N.V.J. Aldhouse, J. Macey, F.P. Nunes, Y. Dutronc, N. 

Mesinkovska, J.M. Ko, B.A. King, The Alopecia Areata Investigator Global Assessment scale: a 

measure for evaluating clinically meaningful success in clinical trials, British Journal of 

Dermatology, Volume 183, Issue 4, 1 October 2020, Pages 702–709. 

This assessment is based on data submitted by the applicant company up to and including  

16 June 2023. 

*Agreement between the Association of the British Pharmaceutical Industry (ABPI) and the SMC on 
guidelines for the release of company data into the public domain during a health technology 
appraisal:https://www.scottishmedicines.org.uk/about-us/policies-publications/ 

Medicine prices are those available at the time the papers were issued to SMC for consideration. 

SMC is aware that for some hospital-only products national or local contracts may be in place for 

comparator products that can significantly reduce the acquisition cost to Health Boards. These 

contract prices are commercial in confidence and cannot be put in the public domain, including via 

the SMC Detailed Advice Document. Area Drug and Therapeutics Committees and NHS Boards are 

therefore asked to consider contract pricing when reviewing advice on medicines accepted by 

SMC. 

Patient access schemes: A patient access scheme is a scheme proposed by a pharmaceutical 

company in order to improve the cost-effectiveness of a medicine and enable patients to receive 

access to cost-effective innovative medicines. A Patient Access Scheme Assessment Group 

(PASAG), established under the auspices of NHS National Services Scotland reviews and advises 

https://www.medicines.org.uk/emc
https://www.ema.europa.eu/en
https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf
https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf
https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf
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NHSScotland on the feasibility of proposed schemes for implementation. The PASAG operates 

separately from SMC in order to maintain the integrity and independence of the assessment 

process of the SMC. When SMC accepts a medicine for use in NHSScotland on the basis of a 

patient access scheme that has been considered feasible by PASAG, a set of guidance notes on the 

operation of the scheme will be circulated to Area Drug and Therapeutics Committees and NHS 

Boards prior to publication of SMC advice. 

Advice context: 

No part of this advice may be used without the whole of the advice being quoted in full.  

This advice represents the view of the Scottish Medicines Consortium and was arrived at after 

careful consideration and evaluation of the available evidence. It is provided to inform the 

considerations of Area Drug & Therapeutics Committees and NHS Boards in Scotland in 

determining medicines for local use or local formulary inclusion. This advice does not override the 

individual responsibility of health professionals to make decisions in the exercise of their clinical 

judgement in the circumstances of the individual patient, in consultation with the patient and/or 

guardian or carer. 

 


