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Public summary of opinion on orphan designation  
Recombinant histidine tagged idiotype immunoglobulin Fab fragment of 
clonal B-cell receptors for the treatment of mantle cell lymphoma 

On 21 December 2004, orphan designation (EU/3/04/250) was granted by the European Commission 

to CellGenix Technologie Transfer GmbH, Germany, for recombinant histidine tagged idiotype 

immunoglobulin Fab fragment of clonal B-cell receptors for the treatment of mantle cell lymphoma. 

CellGenix Technologie Transfer GmbH has changed its name to CellGenix GmbH in March 2011. 

What is mantle cell lymphoma? 

Mantle cell lymphoma belongs to the group of the so-called “non-Hodgkin's lymphomas”. Lymphoma is 

a type of cancer that originates from the lymphatic system. The lymphatic system is part of the 

immune system: the body's natural defence against infection and disease. It is a complex system 

made up of organs such as bone marrow (the spongy tissue inside the large bones in the body), the 

thymus and the spleen, and a network of lymph nodes throughout the body that are connected by 

lymphatic vessels. Normally, the lymphatic cells grow in a controlled manner. However, in lymphoma a 

lymphatic cell clone continues to grow and divides in an uncontrolled manner, developing into a 

tumour. Lymphoma cells generally grow in lymph nodes. There are several different types of 

lymphoma depending on the type of lymphatic cancer cells. In mantle cell lymphoma, the cancer cells 

are related to the blood cells called B-lymphocytes. This disease affects mainly adult males of over 50 

years. Mantle cell lymphoma is a serious and life-threatening condition. 

What is the estimated number of patients? 

At the time of designation, mantle cell lymphoma affected approximately 0.4 in 10,000 people in the 

European Union (EU)*. This is equivalent to a total of around 18,000 people, and is below the ceiling 

for orphan designation, which is 5 people in 10,000. This is based on the information provided by the 

sponsor and the knowledge of the Committee for Orphan Medicinal Products (COMP). 

 
*Disclaimer: For the purpose of the designation, the number of patients affected by the condition is estimated and assessed 
based on data from the European Union (EU 25), Norway, Iceland and Lichtenstein. This represents a population of 
459,700,000 (Eurostat 2004). This estimate is based on available information and calculations presented by the sponsor at 
the time of the application. 



What treatments are available? 

Treatment of mantle cell lymphoma includes chemotherapy (using drugs to kill cancer cells), 

radiotherapy (using high-dose x-rays or other high-energy rays to kill cancer cells) and 

immunotherapy (using drugs that stimulate the body’s own immune system to kill the cancer cells). 

There are currently several medicinal products authorised in the Community for treatment of non-

Hodgkin lymphomas. The choice of treatment depends in particular on the extension of the disease as 

well as on the responses to therapies previously prescribed. 

Recombinant histidine tagged idiotype immunoglobulin Fab fragment of clonal B-cell receptors might 

be of potential significant benefit for the treatment of mantle cell lymphoma because it may act in a 

different way than other available medicines and it might improve the long-term outcome of the 

patients. This assumption will have to be confirmed at the time of marketing authorisation. This will be 

necessary to maintain the orphan status. 

How is this medicine expected to work? 

Recombinant histidine tagged idiotype immunoglobulin Fab fragment of clonal B-cell receptors is a 

vaccine that contains proteins and originate from the cancer cells from the patient him/herself. 

According to the sponsor, a specific protein from the surface of the cancer cells is isolated and 

manipulated in the laboratory to be further injected back into the patient. It is expected that following 

the injection of this “patient-specific vaccine”, the body’s defence system (immune system) will 

recognize this protein as a foreign body and will react against it by producing specific antibodies. It is 

expected that the immune system will not only recognize the vaccine as foreign, but also the cancer 

cells which carry on their surface the same protein as the one used to prepare the patient-specific 

vaccine.  The patient body’s immune system could then kill these cancer cells. 

What is the stage of development of this medicine? 

At the time of submission of the application for orphan designation, clinical trials in patients with 

mantle cell lymphoma were ongoing. 

Recombinant histidine tagged idiotype immunoglobulin Fab fragment of clonal B-cell receptors was not 

marketed anywhere worldwide for mantle cell lymphoma or designated as orphan medicinal product 

elsewhere for this condition, at the time of submission. 

 

In accordance with Regulation (EC) No 141/2000 of 16 December 1999, the COMP adopted a positive 

opinion on 11 November 2004 recommending the granting of this designation. 

 

__________________________ 
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Opinions on orphan medicinal product designations are based on the following three criteria: 

 the seriousness of the condition; 

 the existence of alternative methods of diagnosis, prevention or treatment; 

 either the rarity of the condition (affecting not more than 5 in 10,000 people in the EU) or 

insufficient returns on investment. 

Designated orphan medicinal products are products that are still under investigation and are 

considered for orphan designation on the basis of potential activity. An orphan designation is not a 

marketing authorisation. As a consequence, demonstration of quality, safety and efficacy is necessary 

before a product can be granted a marketing authorisation. 

 

 

For more information 

Sponsor’s contact details: 

CellGenix GmbH 
Am Flughafen 16 
D-79108 Freiburg 
Germany 
Telephone: +49 761 88 88 90 
Telefax: +49 761 88 88 98 00 
E-mail: rosenthal@cellgenix.com 

 

 

For contact details of patients’ organisations whose activities are targeted at rare diseases see: 

 Orphanet, a database containing information on rare diseases which includes a directory of 

patients’ organisations registered in Europe. 

 European Organisation for Rare Diseases (EURORDIS), a non-governmental alliance of patient 

organisations and individuals active in the field of rare diseases. 
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Translations of the active ingredient and indication in all official EU 
languages1, Norwegian and Icelandic  

Language Active Ingredient Indication 

English Recombinant histidine-tagged idiotype 

immunoglobulin Fab fragment of clonal B-cell 

receptors 

Treatment of mantle cell lymphoma 

Czech Rekombinantní, histidinem značený idiotypový 

imunoglobulin-Fab fragmentu klonálního B-

bunečného receptoru 

Léčba lymfomu z plášťové zóny 

Danish Rekombinant, histidin-mærket idiotyp-

immunoglobulin-Fab-fragment af en klonal B-

cellereceptor 

Behandling af mantelcellelymfom 

Dutch Recombinant histidine-gemerkt idiotype 

immunoglobuline Fab fragment van een clonaal 

B-celreceptor 

Behandeling van mantelcellymfoom 

Estonian Klonaalse  B-raku retseptori rekombinantne, 

histidiin-markeeritud idiotüüpse –

immunoglobuliini –fab- fragment 

Mantelrakulise lümfoomi ravi 

Finnish Klonaalisten B-solureseptorien rekombinoitu 

histidiiniä sisältävä  idiotyyppi-

immunoglobuliini-antigeenin osa 

Manttelisolu-lymfooman hoito 

French Fragment Fab idiotypique recombinant poly-

histidinylé d'immunoglobuline du récepteur de 

cellules B clonales 

Traitement des lymphomes du 

manteau 

German Rekombinantes, Histidin-markiertes Idiotyp-

Immunoglobulin-Fab Fragment von  klonalen B-

Zellrezeptoren 

Behandlung von Mantelzelllymphom 

Greek Ανασυνδυασμένα Fab τμήματα ιδιοτυπικών 
ανοσοσφαιρινών κλωνικών υποδοχέων Β- 
κυττάρων σεσημασμένα με  ιστιδίνη 

Θεραπεία του λεμφώματος μανδυκών 
κυττάρων 

Hungarian Klonális B-sejt receptor rekombináns, 

hisztidinnel jelzett idiotypus-immunoglobulin 

Fab fragmense 

Köpenysejtes lymphoma kezelése 

Italian Frammento Fab ricombinante, istidina-marcato 

idiotopo-immunoglobulina di recettori clonali 

delle cellule B 

Trattamento del linfoma con cellule a 

mantello 

Latvian Klonētā B šūnas receptora rekombinēts, ar 

histidīnu marķēts idiotipa imunoglobulīna Fab 

fragments 

Mantijšūnu limfomas ārstēšana 

Lithuanian Klonuoto B ląstelės receptoriaus rekombinuotas 

histidinu žymėtas idiotipinis imunoglobulino Fab 

fragmentas 

Mantijos ląstelių limfomos gydymas 

Polish Rekombinowana immunoglobuilina idiotypowa 

ze znacznikiem histydynowym fragmentu Fab 

klonalnego receptora B-komórkowego  

Leczenie chłoniaków z komórek 

płaszczowych 

                                               
1 At the time of designation 
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Language Active Ingredient Indication 

Portuguese Fragmento Fab da imunoglobulina-idiótipo dos 

receptores clonais das células B, recombinante, 

marcado com histidina. 

Tratamento de linfoma de células do 

manto 

Slovak Rekombinantný, histidínom označený idiotyp 

imunoglobulínového Fab fragmentu klonálneho  

B-bunkového receptora 

Liečba lymfómu plášťovej zóny 

Slovenian Rekombinanten s histidinom markiran 

idiotipičen imunoglobulin Fab fragment klonskih 

B-celičnih receptorjev 

Zdravljenje limfoma plaščnih celic 

Spanish Fragmento Fab de inmunoglobulina anti-idiotipo 

de receptores clonales de linfocitos B, 

recombinante, marcado con histidina 

Tratamiento del linfoma de células del 

manto 

Swedish Rekombinant histidin-märkt idiotyp-

immunglobulin-Fab-fragment av klonade B-

cellreceptorer 

Behandling av mantelcellslymfom 

Norwegian Rekombinant, histidin-merket idiotype 

immunoglobulin Fab fragment av klonale B-

cellereseptorer 

Behandling av mantelcelle-lymfom 

Icelandic Raðbrigða histidín-merkt idiotýpu 

ónæmisglóbúlín Fab-hluti af klónuðum B-frumu 

viðtaka 

Meðferð möttulfrumu  

eitlakrabbameins 
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