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Table 1-1: Clinical activity score (CAS) according to Mourits [1] 

Abbreviations: CAS: Clinical activity score, TED: thyroid eye disease 

 

 

 

 

Symptoms/findings Single score
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ID Search 

#1 (teprotumumab*) (Word variations have been searched) 

#2 (teprotumumab*) (Word variations have been searched) 

#3 (hzn NEXT 001*) (Word variations have been searched) 

#4 (hzn?001*) (Word variations have been searched) 

#5 (rg NEXT 1507*) (Word variations have been searched) 

#6 (rg?1507*) (Word variations have been searched) 

#7 (ro NEXT 4858696*) (Word variations have been searched) 

#8 (ro?4858696*) (Word variations have been searched) 

#9 (rv NEXT 001*) (Word variations have been searched) 

#10 (rv?001*) (Word variations have been searched) 

#11 #1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 OR #10 

#12 English:la 

#13 German:la 

#14 #12 OR #13 

#15 #11 AND #14 

#16 (conference proceeding):pt 

#17 (abstract):so 

#18 (clinicaltrials OR trialsearch OR ANZCTR OR ensaiosclinicos OR Actrn OR chictr OR cris OR ctri 

OR registroclinico OR clinicaltrialsregister OR DRKS OR IRCT OR Isrctn OR rctportal OR JapicCTI 

OR JMACCT OR jRCT OR JPRN OR Nct OR UMIN OR trialregister OR PACTR OR R.B.R.OR REPEC 

OR SLCTR OR Tcr):so 

#19 #16 OR #17 OR #18 

#20 #15 NOT #19 

 

 

No.  Query Results                                                     Results        

#15. #13 NOT #14                                                     485   

#14. #13 AND 'Conference Abstract'/it                               150   

#13. #12 AND ([english]/lim OR [german]/lim)                       635   

#12. #1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR             649   

     #9 OR #10 OR #11 

#11. rv$001*                                                          32   

#10. 'rv 001*'                                                          8   

#9.  ro$4858696*                                                      

#8.  'ro 4858696*'                                                     2   

#7.  rg$1507*                                                          5   

#6.  'rg 1507*'                                                       21   

#5.  hzn$001*                                                         

#4.  'hzn 001*'                                                        2   

#3.  teprotumumab*                                                        45   

#2.  teprotumumab*                                                   615   

#1.  'teprotumumab'/exp                                             593   
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11 ((rv001*) AND (monoclonal)) OR (("rv 001") AND (monoclonal)) OR (ro4858696*) OR ("ro 

4858696") OR (rg1507*) OR ("rg 1507") OR (hzn001*) OR ("hzn 001") OR (teprotumumab*) OR 

(teprotumumab*),"0","2025-02-04T15:46:41.000000Z" 

10 (rv001*) AND (monoclonal),"0","2025-02-04T15:45:59.000000Z" 

9 ("rv 001") AND (monoclonal),"0","2025-02-04T15:45:15.000000Z" 

8 ro4858696*,"0","2025-02-04T15:39:25.000000Z" 

7 "ro 4858696","0","2025-02-04T15:39:02.000000Z" 

6 rg1507*,"0","2025-02-04T15:38:39.000000Z" 

5 "rg 1507","0","2025-02-04T15:38:22.000000Z" 

4 hzn001*,"0","2025-02-04T15:37:56.000000Z 

3 "hzn 001","0","2025-02-04T15:37:39.000000Z" 

2 teprotumumab*,"0","2025-02-04T15:36:14.000000Z" 

1 teprotumumab*,"0","2025-02-04T15:35:59.000000Z" 

 

 

1     teprotumumab*.mp. (334) 

2     teprotumumab*.mp. (23) 

3     hzn 001*.mp. (0) 

4     hzn?001*.mp. (0) 

5     rg 1507*.mp. (1) 

6     rg?1507*.mp. (1) 

7     ro 4858696*.mp. (1) 

8     ro?4858696*.mp. (1) 

9     rv 001*.mp. (3) 

10     rv?001*.mp. (19) 

11     1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 or 10 (352) 

12     limit 11 to (english or german) (349) 

13     remove duplicates from 12 (345) 
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Figure 4-1: Flow chart of study selection (PRISMA Flow Diagram); * The dossier was submitted to the AIHTA by the 

health technology developer on 20 February 2025. 
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Figure 4-2: CCEMG - EPPI-Centre Cost Converter [5] 

 

 

Information on the number of patients with TED in Austria was, on the one hand, calculated based on 

prevalence and incidence rates of the EUGOGO 2021 and, on the other hand, based on assumptions from 

Austrian clinical experts. Key assumptions presented the following: 

◼ 90% of TED patients in Austria can be cured with thyroid treatments and do not need further 

treatments [2]. 

◼ Patients with moderate-to-severe TED (0,161/10,000 persons/year) receive SoC corticosteroid 

treatments [3]. 

◼ And 20-40% of these patients need further treatments, e.g. new monoclonal antibodies like Ritux-

imab, teprotumumab or surgeries [4]. 

◼ The clinical experts estimated the market share of the different SoC treatments based on published 

data and their experience. 

◼ The manufacturer estimated teprotumumab's market uptake based on expert consultations (1. 

year: 40; 2. year: 90; 3. year: 115). 

For calculating expenditures for SoC treatments in the outpatient sector, we used the spot prices listed in 

the refund code (Erstattungskodex, EKO) provided by the Austrian Federation of Social Insurances. We 

used DRG data to calculate inpatient treatment expenditures (Leistungsorientierte Krankenanstalten-

finanzierung, LKF). We used average values in case more than one unit cost information was available for 

a single cost item. 

Cost categories with a minor contribution to the overall costs were excluded (e.g., costs of eligibility and 

monitoring and treatments for adverse events). In addition, the analysis did not include additional treat-

ments, such as local agents, supportive treatments, like pain therapy, or treatments of comorbidities. 

We calculated the three-year gross drug budget impact (drug acquisition costs based on the eligible pop-

ulation and predicted market share), the net drug budget impact (drug acquisition costs and cost-offsets 

anticipated from the increased utilisation and/or displacement of other drugs) and additional costs, such 

as inpatient costs due to the application of the therapy and re-treatment costs. Due to limited data on post-

teprotumumab treatment requirements and lacking experience in clinical practice, the BIA presents an 
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optimistic scenario where teprotumumab therapy could potentially eliminate the need for rituximab treat-

ments or surgical interventions. 

Table 4-1: Unit cost data 

 

(Average) unit costs Range Reference 

Abbreviations: AT: Austrian, EKO: Erstattungskodex, IV: infusion; LKF: Leistungsorientierte Krankenanstalten-

finanzierung; pat: patient, SoC: standard of care; TED: thyroid eye disease 
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Table 4-2: Questions asked to TED patients  
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Table 4-3: Questions for clinical experts 

 

 

We started our research on product origins by thoroughly searching for product identifiers, including 

initial numbers and character combinations, generic or non-proprietary names of active ingredients, and 

trade or brand names usually given later in development. This search was conducted using AdisInsight. 

This ensures that we start the product search as early as possible for its history before the company gives 

the product a final brand name for marketing’s sake. 
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Next, we searched for the earliest reference of these generic or non-proprietary names in publications to 

identify the origins of the products. Medline was searched to identify early basic R&D support, and the 

corresponding publications were searched for affiliations with academic institutions and research grants 

mentioned. Then, databases on clinical trials (https://clinicaltrials.gov/, https://eudract.ema.europa.eu/) 

and supranational institutions for research funding (https://cordis.europa.eu/; https://reporter.nih.gov/) 

were searched. Sponsor details, type of funding and amounts were extracted. This was followed by search-

ing the European Commission Competition website (https://competition-cases.ec.europa.eu/search) to 

determine whether any EU member states provided funds to the companies developing gene therapies for 

TED. Company-specific research was conducted using the official websites of the originators and collab-

orators to find additional information on funding rounds, sponsors, mergers, and acquisitions (M&A). We 

complimented our findings by extracting information on employee numbers, revenues and shareholders 

from 10-K reports. 

Finally, we used Google, Forbes, and Reuters to identify news articles about the products. We finished the 

search using various investor news sources (Statnews, BusinessInsider, Business Wire, FiercePharma, 

Pharmafile, Pharmatimes, Pharmaphorum, BioPharma Drive, BioWorld, Biospace, etc.). If the products 

or the knowledge that led to a product were acquired through an M&A, we also analysed the originator 

company if they received public contributions. 
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Table 5-1: In- and exclusion criteria of the OPTIC trial [5] 

Inclusion criteria Exclusion criteria 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 
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◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

Abbreviations: ALT: alanine aminotransferase, AST: aspartate aminotransferase, CAS: clinical activity score, FT3: free 

triiodothyronine, FT4: free thyroxine; HbA1c: haemoglobin A1C, HIV: Human immunodeficiency virus, IV: intravenous, 

IUD: intrauterine devices, TED: thyroid eye disease, ULN: upper limit of normal 

 

Table 5-2: Differences in the in- and exclusion criteria of the OPTIC-X [6] trial compared to the OPTIC trial [5] 

Inclusion criteria Exclusion criteria 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

Abbreviations: CAS: clinical activity score, HbA1c: haemoglobin A1C, TED: thyroid eye disease.  
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Table 5-3: Differences in the in- and exclusion criteria of the OPTIC-J [7] trial compared to the OPTIC trial 

Inclusion criteria Exclusion criteria

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

Abbreviations: ALT: alanine aminotransferase, AST: aspartate aminotransferase, CAS: clinical activity score, FT4: free 

thyroxine, FT3: free triiodothyronine, HbA1c: hemoglobin A1C, TED: thyroid eye disease, ULN upper limit normal 

 

 

Table 5-4: Baseline demographics and disease characteristics of participants in the OPTIC study [5] 

Study reference/ID Characteristics 
Category 

Study intervention 

OPTIC 
Teprotumumab 

N = 41 
Placebo 
N = 42 

Abbreviations: f: female, m: male, mo: months, N: number of randomized patients, SD: standard deviation, yr: year. 
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Table 5-5: Baseline demographics and disease characteristics of participants in the OPTIC-X study [6] 

Study reference/ID Characteristics Category Study intervention 

OPTIC-X 
1st Course (OPTIC Placebo)  

N = 37 

2nd Course/Retreatment (OPTIC 
Teprotumumab) 

N = 14 

Abbreviations: FT3: triiodothyronine, FT4: Free thyroxine, mIU/L, milli-International units per litre, N: number of 

randomised patients, SD: standard deviation, TSH: Thyrotropin. 

 

Table 5-6: Baseline demographics and disease characteristics of participants in the OPTIC-J study [7] 

Study reference/ID Characteristics Category Study intervention 

Teprotumumab 
N = 27 

Placebo 
N = 27 

http://hta.lbg.ac.at/


Study reference/ID Characteristics Category Study intervention 

Abbreviations: CAS: clinical activity score; GO-QOL, Graves’ ophthalmopathy quality of life, mIU/L, milli-International 

units per litre, TED: thyroid eye disease. 

 

 

 

Figure 5-1: Diagram of patients in the OPTIC study (extracted from [1]) 
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Figure 5-2: Diagram of patients in the OPTIC-X study (extracted from [2]) 

 

Figure 5-3: Diagram of patients in the OPTIC-J study (extracted from [3]) 

Notes: †Patient did not receive the study drug (teprotumumab) at weeks 15 and 21 due to an AE of neurosensory hypoacusis. § 

The patient did not receive the study drug (placebo) at weeks 18 and 21 due to an AE of neurosensory hypoacusis. #Patient did 

not receive study drug (placebo) at weeks 15, 18, and 21. 
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Table 5-7: Study protocol amendments in the OPTIC trial [5] 

Version Date and scope of amendment 

OPTIC 

 

Table 5-8: Study protocol amendments in the OPTIC-J trial [7] 

Version Date of amendment 

OPTIC-J 

 

Table 5-9: Study endpoints for the study OPTIC as defined in the study protocol version 4.0 [5] 

Study reference / ID 

Outcome category 
Endpoints as defined in the study protocol 

OPTIC 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 
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Study reference / ID 

Outcome category 
Endpoints as defined in the study protocol 

◼ 

◼ 

◼ 

◼ 

◼ 

Abbreviations: A: appearance, AE: adverse events, CAS. Clinical activity score, GO-QoL questionnaire: Graves’ 

Ophthalmopathy Quality of Life Questionnaire, HbA1C: Hemoglobin A1C, VF: visual function. 

 

Table 5-10: Study endpoints for the study OPTIC-J as defined in the study protocol version 4.0 [7] 

Study reference / ID 

Outcome category 
Endpoints as defined in the clinical trial protocol 

OPTIC-J 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 

◼ 
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Study reference / ID 

Outcome category 
Endpoints as defined in the clinical trial protocol 

◼ 

◼ 

Abbreviations: AE: Adverse events, AESI: Adverse events of special interest, CAS. Clinical activity score, EOM: extra-ocular 

muscles, FT3: triiodothyronine, FT4: Free thyroxine, GO-QoL questionnaire: Graves’ Ophthalmopathy Quality of Life 

Questionnaire, HbA1C: Haemoglobin A1C, IBD: irritable bowel disease, MRI: Magnetic resonance imaging, VF: visual 

function 

 

 

Table 5-11: Risk of bias of the study OPTIC (RCT at study outcome level (Cochrane RoB 2.0) [8] 
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Comments 

Abbreviations: RCT: randomised controlled trial, RoB: risk of bias. 

 

Table 5-12: Risk of bias of the study OPTIC-J (RCT at study outcome level (Cochrane RoB 2.0) [8] 
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Comments 

Abbreviations: RCT: randomised controlled trial, RoB: risk of bias. 
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Table 5-13: Risk of bias of the OPTIC-X study (non-randomised studies other than uncontrolled trials, cross-sectional studies and case series) report at study level (IHE checklist) [9] 

 

 

1
 Patients may have entered the study at differing time points depending on when they experienced a flare during the follow-up period.  

2
 Missing detailed information on the concomitant and previous therapy and missing comorbidities in the baseline characteristics. 

3
 In the patients’ baseline characteristics there was a wide SD in the median of the months since diagnosis of thyroid eye disease and also in the years since diagnosis of Graves’ disease. 

4
 Detailed information on the allowed concomitant therapy is missing and it is also not clear if additional treatments were used for disease management. 

5
 The study was an extension study with an open-label design. 

6
 Although appropriate methods for measurement were employed, an inter-observer variability can occur when measuring the proptosis. 

7
 No statistical analysis plan was available. No statistical significance testing was conducted when comparing the endpoints at baseline and after treatment. No calculation of power 

or sample size was conducted and no adjustment for multiple comparisons was made. 

8
 Patients were followed up to week 48. The study by Douglas et al, 2022 [6] includes a case of a patient from week 104, however it is not clear how many patients were followed beyond 

week 48. 
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Table 5-14: Risk of bias of the Chen et al. study (non-randomised studies other than uncontrolled trials, cross-sectional studies, and case series) report at study level (IHE checklist) [9] 

• 

 

 

9
 This was a retrospective single-center longitudinal cohort study. 

10
 Single-center study. 

11
 Missing detailed information on the concomitant and previous therapy, comorbidities, race, smoking status, clinical activity score and proptosis measurement in the baseline 

characteristics. 

12
 No information on the time of thyroid eye and Graves’ disease diagnosis. 

13
 Detailed information on the allowed concomitant therapy is missing and it is also not clear if additional treatments were used for disease management. 

14
 The study was not blinded. 

15
 Not clear if the proptosis was measured in a standardised way. 
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Table 5-15: Statistical analyses in the OPTIC [5] and OPTIC-J [7] studies 

Study Statistical analysis 

OPTIC ◼ 

◼ 

◼ 

OPTIC-J ◼ 

◼ 

◼ 

 

 

A more detailed list of criteria applied can be found in the recommendations of the GRADE Working 

Group.  

GRADE uses four categories to rank the strength of evidence: 

◼ High = We are very confident that the true effect lies close to that of the estimate of the effect;  

◼ Moderate = We are moderately confident in the effect estimate: the true effect is likely to be close 

to the estimate of the effect, but there is a possibility that it is substantially different;  

◼ Low = Our confidence in the effect estimate is limited: the true effect may be substantially differ-

ent from the estimate of the effect;  

◼ Very low = Evidence either is unavailable or does not permit a conclusion. 
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Table 5-16: Evidence profile: efficacy and safety of the two included RCTs [5, 7] based on Grading of Recommendations Assessment, Development and Evaluation (GRADE) [10] 

Certainty assessment Impact Certainty Importance 

№ of 

studies 

Study 

design 

Risk of 

bias 
Inconsistency Indirectness Imprecision 

Other 

considerations 

◼ 

◼ 

◼ 

◼ 

⨁⨁◯◯

◼ 

◼ 

◼ 

◼ 

⨁⨁◯◯

◼ 

◼ 

◼ 

◼ 

⨁⨁◯◯
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Certainty assessment Impact Certainty Importance 

№ of 

studies 

Study 

design 

Risk of 

bias 
Inconsistency Indirectness Imprecision 

Other 

considerations 

◼ 

◼ 

◼ 

◼ 

⨁⨁◯◯

Abbreviation: CI: confidence interval. 

Notes: a. Insufficient detail on randomization process; potential unblinding due to higher adverse event rates in teprotumumab group; potential inter-observer variability in the measurement of 

proptosis affecting outcome assessment reliability; b. Studies enrolled fewer than 50 participants per arm (our pre-specified threshold), increasing risk of chance findings and potentially overestimated 

treatment effects; c. Small sample size, wide confidence intervals, and limited events in control groups affect precision of estimated treatment effect; d. Small sample sizes, wide confidence intervals, 

lower CI bounds close to minimal important difference; e. Very few events overall prevent reliable estimation of safety risks, resulting in imprecise risk estimates. 

 

Table 5-17: Evidence profile: efficacy and safety of the included observational study [11] based on Grading of Recommendations Assessment, Development and Evaluation (GRADE) [10] 

Certainty assessment Impact Certainty Importance 

№ of 

studies 

Study  

design 

Risk of 

bias 
Inconsistency Indirectness Imprecision 

Other 

considerations 
   

◼ 

◼ 

⨁◯◯◯

◼ 

◼ 

⨁◯◯◯
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Certainty assessment Impact Certainty Importance 

№ of 

studies 

Study  

design 

Risk of 

bias 
Inconsistency Indirectness Imprecision 

Other 

considerations 
   

◼ 

◼ 

◼ 

⨁◯◯◯

◼ 

⨁◯◯◯

Abbreviation: CI: confidence interval. 

Notes: *NA: not applicable since it is an observational study without a control arm. a. Missing detailed information on the concomitant and previous therapy. Missing comorbidities in the baseline 

characteristics. No information on the time of thyroid eye and Graves’ disease diagnosis. b. Very small sample size (4 teprotumumab vs 6 steroids for retreatment), large variations in effects, wide 

confidence intervals not reported but likely wide given sample size. c. Very small sample sizes (4 vs 6 patients), limited number of events, confidence intervals not reported. d. Relatively small sample 

size and wide variability in timing (2-20 months) e. Very few events reported, Small sample size (n=42), Limited power to detect rare events, No confidence intervals provided 

 

 

Table 5-18: Summary table characterising the applicability of the included study 

Domain Description of applicability of evidence 

Population 

http://hta.lbg.ac.at/


Intervention 

Comparators 

Outcomes 

Setting 

Abbreviation: CI: confidence interval, GO-QoL questionnaire: Graves’ Ophthalmopathy Quality of Life Questionnaire,  SD: standard deviation, TED: thyroid eye disease. 
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Table 5-19: Characteristics of the included ITC studies [4] 

Characteristics of studies included in the ITC 

Source 
Study 
Design 

Sample 
Size 

Single vs 
Multicentre 

Age 
Range 

CAS Age (y) Female % Smokers % 
Duration of TED 

(mo) 
Baseline 

Proptosis (mm) 
Diplopia at 
Baseline % 
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Characteristics of studies included in the ITC 

Source 
Study 
Design 

Sample 
Size 

Single vs 
Multicentre 

Age 
Range 

CAS Age (y) Female % Smokers % 
Duration of TED 

(mo) 
Baseline 

Proptosis (mm) 
Diplopia at 
Baseline % 

Abbreviation: CAS: clinical activity score, mo: months, NR: not reported, RCT: randomised controlled trial, TED: thyroid eye disease, y: year.Notes: Cfb indicates a change from baseline; Cfbraw, 

raw change from baseline.
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Figure 5-4: Metaanalyses to Obtain Pooled Estimates for Intravenous Methylprednisolone (IVMP) for Change From 

Baseline in Proptosis (A) and Diplopia Response (B) [4] 

 

Figure 5-5: Unanchored Matching-Adjusted Indirect Comparisons (MAICs) and Pooled Results From Clinical Trials 

for Change From Baseline in Proptosis (A) and Diplopia Response (B) [4]  
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Table 5-20: Critical Appraisal of the published ITC study [12] according to ISPOR Guideline 2011 [13], PRISMA 

extension statement for reporting of systematic reviews incorporating network meta-analyses [14] 

Section Douglas et al. [12]

• 

• • 

• 

• 

• 

• 

• 

◼ 

◼ 

◼ 

• 

• 

• 

• 

◼ 

◼ 

• 

• 
◼ 

• • 

Abbreviation: ITC: indirect treatment comparison, MTC: mixed treatment comparison 
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Table 5-21: Critical Appraisal of the unpubplished ITC study according to ISPOR Guideline 2011 [13], PRISMA 

extension statement for reporting of systematic reviews incorporating network meta-analyses [14] 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

This part includes confidential information! 
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Table 5-22: List of ongoing studies with teprotumumab [15] 

Title Trial ID Other IDs Phase Status 
Estimated study 

completion date 
Additional information 

◼ 

◼ 

◼ 

◼ 

◼ 

Abbreviations: CAS: Clinical Activity Score, FDA: Food and Drug Administration, TED: Thyroid eye disease, TSI: thyroid stimulating immunoglobulin 

 

 

 

 

http://hta.lbg.ac.at/


 

Table 6-1: Estimated population with thyroid eye disease and potential candidates for teprotumumab in Austria 

Population Year 1 (n) Year 2 (n) Year 3 (n) Reference/assumption 

Abbreviations: n: number of patients, SoC: standard of care, TED: thyroid eye disease 
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Tabelle 10-1: Clinical Trials using teprotumumab (as of 02/2025) (for the treatment of thyroid eye disease highlighted in orange) 

ClinicalTrials.gov 

ID / EudraCT 

number 

Primary 

investigator 
Condition Phase Participants 

Study Start 

(Actual) 

Primary 

Completion 

(Estimated) 

Collaborators 
Type of 

sponsor 

Link to 

clinicaltrials.gov 

http://hta.lbg.ac.at/
https://www.clinicaltrialsregister.eu/ctr-search/trial/2007-003940-30/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2007-003940-30/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2007-003940-30/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2007-003940-30/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001762-85/FR#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001762-85/FR#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001762-85/FR#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001762-85/FR#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001736-12/GB#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001736-12/GB#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001736-12/GB#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-001736-12/GB#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-004128-22/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-004128-22/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-004128-22/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-004128-22/GB#B
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-005806-38/FR#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-005806-38/FR#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-005806-38/FR#P
https://www.clinicaltrialsregister.eu/ctr-search/trial/2008-005806-38/FR#P


http://hta.lbg.ac.at/
https://clinicaltrials.gov/study/NCT01868997
https://clinicaltrials.gov/study/NCT01868997
https://clinicaltrials.gov/study/NCT01868997
https://www.clinicaltrialsregister.eu/ctr-search/trial/2014-000113-31/DE
https://www.clinicaltrialsregister.eu/ctr-search/trial/2014-000113-31/DE
https://www.clinicaltrialsregister.eu/ctr-search/trial/2014-000113-31/DE
https://www.clinicaltrialsregister.eu/ctr-search/trial/2014-000113-31/DE
https://clinicaltrials.gov/study/NCT02103283
https://clinicaltrials.gov/study/NCT02103283
https://clinicaltrials.gov/study/NCT02103283
https://clinicaltrials.gov/study/NCT03298867
https://clinicaltrials.gov/study/NCT03298867
https://clinicaltrials.gov/study/NCT03298867
https://clinicaltrials.gov/study/NCT03461211
https://clinicaltrials.gov/study/NCT03461211
https://clinicaltrials.gov/study/NCT03461211
https://clinicaltrials.gov/study/NCT06275373
https://clinicaltrials.gov/study/NCT06275373
https://clinicaltrials.gov/study/NCT06275373
https://clinicaltrials.gov/study/NCT04583735
https://clinicaltrials.gov/study/NCT04583735
https://clinicaltrials.gov/study/NCT04583735
https://clinicaltrials.gov/study/NCT05002998
https://clinicaltrials.gov/study/NCT05002998
https://clinicaltrials.gov/study/NCT05002998


  

http://hta.lbg.ac.at/
https://clinicaltrials.gov/study/NCT04478994
https://clinicaltrials.gov/study/NCT04478994
https://clinicaltrials.gov/study/NCT04478994
https://www.clinicaltrialsregister.eu/ctr-search/trial/2020-005999-36/IT
https://www.clinicaltrialsregister.eu/ctr-search/trial/2020-005999-36/IT
https://www.clinicaltrialsregister.eu/ctr-search/trial/2020-005999-36/IT
https://www.clinicaltrialsregister.eu/ctr-search/trial/2020-005999-36/IT
https://clinicaltrials.gov/study/NCT06389578
https://clinicaltrials.gov/study/NCT06389578
https://clinicaltrials.gov/study/NCT06389578
https://clinicaltrials.gov/study/NCT06674941
https://clinicaltrials.gov/study/NCT06674941
https://clinicaltrials.gov/study/NCT06674941
https://clinicaltrials.gov/study/NCT06226545
https://clinicaltrials.gov/study/NCT06226545
https://clinicaltrials.gov/study/NCT06226545
https://clinicaltrials.gov/study/NCT06248619
https://clinicaltrials.gov/study/NCT06248619
https://clinicaltrials.gov/study/NCT06248619
https://euclinicaltrials.eu/ctis-public/view/2024-515702-63-00?lang=en
https://euclinicaltrials.eu/ctis-public/view/2024-515702-63-00?lang=en
https://euclinicaltrials.eu/ctis-public/view/2024-515702-63-00?lang=en
https://euclinicaltrials.eu/ctis-public/view/2024-515702-63-00?lang=en
https://euclinicaltrials.eu/ctis-public/view/2024-515702-63-00?lang=en
https://clinicaltrials.gov/study/NCT04040894
https://clinicaltrials.gov/study/NCT04040894
https://clinicaltrials.gov/study/NCT04040894


Tabelle 10-2: Studies that ultimately led to the development of TEPROTUMUMAB® 

Author(s) Year Main finding Research institute/ Affiliations 
Type of 

organization 
Source 

http://hta.lbg.ac.at/
https://academic.oup.com/jcem/article-abstract/99/9/E1635/2537403?redirectedFrom=fulltext&login=false
https://academic.oup.com/jcem/article-abstract/99/9/E1635/2537403?redirectedFrom=fulltext&login=false
https://academic.oup.com/jcem/article-abstract/99/9/E1635/2537403?redirectedFrom=fulltext&login=false
https://academic.oup.com/jcem/article-abstract/99/9/E1635/2537403?redirectedFrom=fulltext&login=false
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0130322
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0130322
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0130322
https://academic.oup.com/endo/article/156/11/4336/2423201?login=false
https://academic.oup.com/endo/article/156/11/4336/2423201?login=false
https://academic.oup.com/endo/article/156/11/4336/2423201?login=false


Author(s) Year Main finding Research institute/ Affiliations 
Type of 

organization 
Source 

http://hta.lbg.ac.at/
https://www.tandfonline.com/doi/full/10.1586/17512433.2016.1157468
https://www.tandfonline.com/doi/full/10.1586/17512433.2016.1157468
https://www.tandfonline.com/doi/full/10.1586/17512433.2016.1157468
https://www.nejm.org/doi/10.1056/NEJMoa1614949
https://www.nejm.org/doi/10.1056/NEJMoa1614949


Author(s) Year Main finding Research institute/ Affiliations 
Type of 

organization 
Source 

http://hta.lbg.ac.at/
https://jme.bioscientifica.com/view/journals/jme/61/1/JME-17-0276.xml
https://jme.bioscientifica.com/view/journals/jme/61/1/JME-17-0276.xml
https://jme.bioscientifica.com/view/journals/jme/61/1/JME-17-0276.xml
https://iovs.arvojournals.org/article.aspx?articleid=2683047
https://iovs.arvojournals.org/article.aspx?articleid=2683047
https://academic.oup.com/edrv/article/40/1/236/5094009?login=false
https://academic.oup.com/edrv/article/40/1/236/5094009?login=false


Author(s) Year Main finding Research institute/ Affiliations 
Type of 

organization 
Source 

http://hta.lbg.ac.at/
https://www.nature.com/articles/s41433-018-0321-y
https://www.nature.com/articles/s41433-018-0321-y
https://www.sciencedirect.com/science/article/abs/pii/S1521690X19301174?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/S1521690X19301174?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/S1521690X19301174?via%3Dihub


Author(s) Year Main finding Research institute/ Affiliations 
Type of 

organization 
Source 

http://hta.lbg.ac.at/
https://www.nature.com/articles/s41574-019-0305-4
https://www.nature.com/articles/s41574-019-0305-4
https://www.nejm.org/doi/10.1056/NEJMoa1910434
https://www.nejm.org/doi/10.1056/NEJMoa1910434


Author(s) Year Main finding Research institute/ Affiliations 
Type of 

organization 
Source 

 

Tabelle 10-3: Financing/patent deals/ licensing/funding rounds of all companies involved in the development of TEPROTUMUMAB® (TEPROTUMUMAB® specific information in 

colour) 

Type of financing Details on collaboration, financing, public funding Year Amount (in USD) 
Funders/ Investors/ 

Acquiror 
Source 

http://hta.lbg.ac.at/
https://www.sciencedirect.com/science/article/abs/pii/S1521690X20300154?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/S1521690X20300154?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/S1521690X20300154?via%3Dihub
https://www.biospace.com/amgen-completes-27-8b-horizon-therapeutics-acquisition-following-ftc-challenge
https://www.biospace.com/amgen-completes-27-8b-horizon-therapeutics-acquisition-following-ftc-challenge
https://www.biospace.com/amgen-completes-27-8b-horizon-therapeutics-acquisition-following-ftc-challenge
https://www.biospace.com/amgen-completes-27-8b-horizon-therapeutics-acquisition-following-ftc-challenge
https://www.fiercebiotech.com/biotech/horizon-inks-3b-deal-to-buy-astrazeneca-spinut-viela-for-autoimmune-drugs
https://www.fiercebiotech.com/biotech/horizon-inks-3b-deal-to-buy-astrazeneca-spinut-viela-for-autoimmune-drugs
https://www.fiercebiotech.com/biotech/horizon-inks-3b-deal-to-buy-astrazeneca-spinut-viela-for-autoimmune-drugs
https://www.fiercebiotech.com/biotech/horizon-inks-3b-deal-to-buy-astrazeneca-spinut-viela-for-autoimmune-drugs
https://www.fiercepharma.com/manufacturing/horizon-lays-out-65m-for-house-manufacturing-plant-as-its-eye-med-tepezza-resets
https://www.fiercepharma.com/manufacturing/horizon-lays-out-65m-for-house-manufacturing-plant-as-its-eye-med-tepezza-resets
https://www.fiercepharma.com/manufacturing/horizon-lays-out-65m-for-house-manufacturing-plant-as-its-eye-med-tepezza-resets
https://www.fiercepharma.com/manufacturing/horizon-lays-out-65m-for-house-manufacturing-plant-as-its-eye-med-tepezza-resets
https://www.fiercepharma.com/drug-delivery/horizon-pays-halozyme-190m-to-develop-subq-thyroid-eye-disease-med
https://www.fiercepharma.com/drug-delivery/horizon-pays-halozyme-190m-to-develop-subq-thyroid-eye-disease-med
https://www.fiercepharma.com/drug-delivery/horizon-pays-halozyme-190m-to-develop-subq-thyroid-eye-disease-med
https://www.fiercepharma.com/drug-delivery/horizon-pays-halozyme-190m-to-develop-subq-thyroid-eye-disease-med


http://hta.lbg.ac.at/
https://www.reuters.com/article/business/horizon-pharma-plc-to-acquire-river-vision-development-corp-idUSASA09NMZ/
https://www.reuters.com/article/business/horizon-pharma-plc-to-acquire-river-vision-development-corp-idUSASA09NMZ/
https://www.reuters.com/article/business/horizon-pharma-plc-to-acquire-river-vision-development-corp-idUSASA09NMZ/
https://www.reuters.com/article/business/horizon-pharma-plc-to-acquire-river-vision-development-corp-idUSASA09NMZ/
https://www.fiercebiotech.com/biotech/horizon-pharma-800m-raptor-rare-disease-buy-but-pipeline-beset-by-failures
https://www.fiercebiotech.com/biotech/horizon-pharma-800m-raptor-rare-disease-buy-but-pipeline-beset-by-failures
https://www.fiercebiotech.com/biotech/horizon-pharma-800m-raptor-rare-disease-buy-but-pipeline-beset-by-failures
https://www.fiercebiotech.com/biotech/horizon-pharma-800m-raptor-rare-disease-buy-but-pipeline-beset-by-failures
https://www.genengnews.com/topics/drug-discovery/horizon-pharma-buys-crealta-holdings-for-510m/
https://www.genengnews.com/topics/drug-discovery/horizon-pharma-buys-crealta-holdings-for-510m/
https://www.genengnews.com/topics/drug-discovery/horizon-pharma-buys-crealta-holdings-for-510m/
https://www.biospace.com/horizon-pharma-acquires-hyperion-therapeutics-and-its-revenue-boosting-pipeline-for-1-1b
https://www.biospace.com/horizon-pharma-acquires-hyperion-therapeutics-and-its-revenue-boosting-pipeline-for-1-1b
https://www.biospace.com/horizon-pharma-acquires-hyperion-therapeutics-and-its-revenue-boosting-pipeline-for-1-1b
https://www.biospace.com/horizon-pharma-acquires-hyperion-therapeutics-and-its-revenue-boosting-pipeline-for-1-1b
https://www.fiercepharma.com/pharma/horizon-pharma-to-acquire-vidara-therapeutics-international-ltd-and-become-horizon-pharma
https://www.fiercepharma.com/pharma/horizon-pharma-to-acquire-vidara-therapeutics-international-ltd-and-become-horizon-pharma
https://www.fiercepharma.com/pharma/horizon-pharma-to-acquire-vidara-therapeutics-international-ltd-and-become-horizon-pharma
https://www.fiercepharma.com/pharma/horizon-pharma-to-acquire-vidara-therapeutics-international-ltd-and-become-horizon-pharma
https://www.fiercebiotech.com/biotech/horizon-pharma-announces-50-8-million-private-placement
https://www.fiercebiotech.com/biotech/horizon-pharma-announces-50-8-million-private-placement
https://www.fiercebiotech.com/biotech/horizon-pharma-announces-50-8-million-private-placement
https://www.biospace.com/horizon-pharma-inc-announces-pricing-of-its-initial-public-offering
https://www.biospace.com/horizon-pharma-inc-announces-pricing-of-its-initial-public-offering
https://www.biospace.com/horizon-pharma-inc-announces-pricing-of-its-initial-public-offering
https://www.prnewswire.com/news-releases/horizon-therapeutics-and-nitec-pharma-complete-merger-and-combine-businesses-89705152.html
https://www.prnewswire.com/news-releases/horizon-therapeutics-and-nitec-pharma-complete-merger-and-combine-businesses-89705152.html
https://www.prnewswire.com/news-releases/horizon-therapeutics-and-nitec-pharma-complete-merger-and-combine-businesses-89705152.html
https://www.prnewswire.com/news-releases/horizon-therapeutics-and-nitec-pharma-complete-merger-and-combine-businesses-89705152.html
https://www.prnewswire.com/news-releases/horizon-therapeutics-and-nitec-pharma-complete-merger-and-combine-businesses-89705152.html
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https://www.biospace.com/horizon-therapeutics-completes-30-million-equity-financing-to-advance-pipeline-of-gi-friendly-nsaids-for-mild-to-moderate-pain
https://www.biospace.com/horizon-therapeutics-completes-30-million-equity-financing-to-advance-pipeline-of-gi-friendly-nsaids-for-mild-to-moderate-pain
https://www.biospace.com/horizon-therapeutics-completes-30-million-equity-financing-to-advance-pipeline-of-gi-friendly-nsaids-for-mild-to-moderate-pain
https://www.biospace.com/horizon-therapeutics-completes-30-million-equity-financing-to-advance-pipeline-of-gi-friendly-nsaids-for-mild-to-moderate-pain
https://www.biospace.com/horizon-therapeutics-completes-30-million-equity-financing-to-advance-pipeline-of-gi-friendly-nsaids-for-mild-to-moderate-pain
https://www.fiercebiotech.com/biotech/river-vision-announces-completion-of-17-million-series-a-financing
https://www.fiercebiotech.com/biotech/river-vision-announces-completion-of-17-million-series-a-financing
https://www.fiercebiotech.com/biotech/river-vision-announces-completion-of-17-million-series-a-financing
https://www.fiercebiotech.com/biotech/river-vision-announces-completion-of-17-million-series-a-financing
https://www.sec.gov/Archives/edgar/data/1492426/000156459021007818/R21.htm
https://www.sec.gov/Archives/edgar/data/1492426/000156459021007818/R21.htm
https://www.sec.gov/Archives/edgar/data/1492426/000156459021007818/R21.htm
https://lundquist.org/news/technologies-first-created-lundquist-institute-achieve-3rd-fda-approval-5-years
https://lundquist.org/news/technologies-first-created-lundquist-institute-achieve-3rd-fda-approval-5-years
https://lundquist.org/news/technologies-first-created-lundquist-institute-achieve-3rd-fda-approval-5-years
https://lundquist.org/news/technologies-first-created-lundquist-institute-achieve-3rd-fda-approval-5-years
https://www.sec.gov/Archives/edgar/data/1492426/000156459021007818/R21.htm
https://www.sec.gov/Archives/edgar/data/1492426/000156459021007818/R21.htm
https://www.sec.gov/Archives/edgar/data/1492426/000156459021007818/R21.htm
https://reporter.nih.gov/search/UtBDEmD1YUGC4BP4Lwubfg/project-details/7935001
https://reporter.nih.gov/search/UtBDEmD1YUGC4BP4Lwubfg/project-details/7935001
https://reporter.nih.gov/search/UtBDEmD1YUGC4BP4Lwubfg/project-details/7935001
https://reporter.nih.gov/search/klRLMIHTDUicDFC6NV2B1g/projects
https://reporter.nih.gov/search/klRLMIHTDUicDFC6NV2B1g/projects
https://reporter.nih.gov/search/IrTGrU_8dEeOKJGkycxtNA/projects
https://reporter.nih.gov/search/IrTGrU_8dEeOKJGkycxtNA/projects
https://reporter.nih.gov/search/oKC38798b0G5tT_Biowa8g/projects
https://reporter.nih.gov/search/oKC38798b0G5tT_Biowa8g/projects
https://reporter.nih.gov/search/Kkoe67cxFkSrwR0aTTJjqQ/projects
https://reporter.nih.gov/search/Kkoe67cxFkSrwR0aTTJjqQ/projects


Abbreviations: NEI = National Eye Institute; NCRR = National Center for Research; Resources; NIDDK = National Institute of Diabetes and Digestive and Kidney Diseases; FDA = Food 

and Drug Administration 
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https://reporter.nih.gov/search/XhDMGYUYHUm7pceGZrZ2ew/projects
https://reporter.nih.gov/search/XhDMGYUYHUm7pceGZrZ2ew/projects
https://reporter.nih.gov/search/4kYpy0uHN0m38GXMGccO0A/projects
https://reporter.nih.gov/search/4kYpy0uHN0m38GXMGccO0A/projects
https://reporter.nih.gov/search/Zowz6lG2PUy94gDFq8PUWA/projects
https://reporter.nih.gov/search/Zowz6lG2PUy94gDFq8PUWA/projects
https://reporter.nih.gov/search/iE3VdZCBZE6V8wMUwQlSIg/projects
https://reporter.nih.gov/search/iE3VdZCBZE6V8wMUwQlSIg/projects
https://reporter.nih.gov/search/iE3VdZCBZE6V8wMUwQlSIg/projects
https://reporter.nih.gov/search/iE3VdZCBZE6V8wMUwQlSIg/projects
https://reporter.nih.gov/search/_9TsY827mker44XC8RcujA/projects
https://reporter.nih.gov/search/_9TsY827mker44XC8RcujA/projects


Tabelle 10-4: Therapies under development for the treatment of TED 

Indication Active ingredient NCT Number Originator Developer Estimated EC decision 

  

http://hta.lbg.ac.at/


Tabelle 10-5: Search terms used to identify the development history and public contributions of TEPEZZA® 

Database/ News outlet/ clinical trial registry/ funding 

website 
Search terms used Additional search terms 

Relevant 

information 

found 

(Yes/no) 

Search 

period 
Type of information extracted 

http://hta.lbg.ac.at/
https://www.ema.europa.eu/en/medicines
https://www.fda.gov/
https://adisinsight.springer.com/
https://pubmed.ncbi.nlm.nih.gov/
https://clinicaltrials.gov/
https://euclinicaltrials.eu/
https://eudract.ema.europa.eu/
https://cordis.europa.eu/
https://reporter.nih.gov/
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://trialsearch.who.int/
https://competition-cases.ec.europa.eu/search
https://www.ihi.europa.eu/
https://eismea.ec.europa.eu/index_en
https://eit.europa.eu/
https://eic.ec.europa.eu/index_en
https://www.eib.org/en/index
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls_en
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls_en
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls_en


 

 

http://hta.lbg.ac.at/
https://www.sbir.gov/
https://www.nsf.gov/
https://www.ukri.org/
https://foerderportal.bund.de/
https://www.health-holland.com/
https://www.bpifrance.com/
https://www.inserm.fr/en/home/
https://innovationsfonden.dk/da
https://www.ucc.ie/en/apc/
https://www.amractionfund.com/about
https://reporter.nih.gov/
https://www.gatesfoundation.org/
https://www.google.com/
https://www.forbes.com/
https://www.reuters.com/
https://www.science.org/
https://www.cafepharma.com/
https://www.livescience.com/
https://www.biospace.com/
https://www.bioworld.com/
https://www.biopharmadive.com/
https://pharmaphorum.com/
https://pharmatimes.com/
https://pharmafile.com/
https://www.fiercepharma.com/
https://www.businesswire.com/
https://www.businessinsider.com/
https://www.statnews.com/
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