
Volume 6   Issue 430  Journal for Clinical Studies

Market report

Israel in Translation – Conducting Clinical Trials in a 

Multilingual Country

Clinical trials, especially at later stages, are consistently 
becoming more global and include investigators and medical 
centres from numerous countries and regions. Therefore, 
sponsors and CROs are required to invest time and resources 
in the localisation of their trials and to translate materials for 
patients and clinical teams. Although this procedure is usually 
considered to be a straightforward translation of specific 
documents into the language spoken in the country, this is 
often not the case, and the necessary process for localising 
the trial may depend on the linguistic variations in that 
specific country. 

This article explores these challenges in the case of Israel - an 
ever-popular destination for multinational clinical trials, and 
its unique multilingual landscape. It highlights the particular 
considerations required to communicate with local patients, 
and the challenges involved with this process, and offers some 
possible solutions. This will not only provide some clarity to 
sponsors and CROs seeking to conduct trials in Israel, but 
will also offer useful insights into conducting clinical trials in 
other locations.  

Israel has long been known for its productive atmosphere 
for the life-science industry - most notably, for the substantial 
number of innovative start-up companies which have played 
pivotal roles in developing new medical technologies and 
products1. This environment also makes it a very popular 
destination for clinical development and clinical trials2 . Some 
find this fact surprising as Israel is a relatively small market 
with a population of approximately 8,000,000, and trials 
conducted in Israel do not provide access to the US or EU 
markets. Nonetheless, many international pharmaceutical 
companies choose to open sites in Israel, and almost every 
global CRO has a thriving office to monitor those studies. This 
is explained, among other reasons, by Israel’s highly advanced 
medical infrastructure and facilities, by the large number of 
key opinion leaders in various medical fields operating there, 
and by the high patient compliance and retention rates for 
studies achieved in Israel.

Another advantage of conducting clinical trials in Israel 
is its diverse population. The majority of Israel’s population 
(75%) is of Jewish nationality, consisting of people who 
have immigrated to Israel over the last decade from various 
regions: Europe, North Africa, Asia, the former Soviet Union 
Region, and many others. Alongside that group, Israel has a 
large indigenous Arab population (20.7%3). Such a mixture 
of nationalities and ethnicities allows researchers to better 
generalise study results obtained in Israel, and examine 
factors related to specific populations. This diversity has an 
impact on the languages spoken in Israel: while Hebrew is the 
most common language, large parts of the population are 
native in other languages – mainly Arabic (18%) and Russian 
(15%)4. These populations often speak Hebrew as a second 

language at varying levels – most often, not as fluently as 
their native tongues.  

This linguistic diversity has clear consequences for patient 
care. A speaker of Arabic, for example, may encounter some 
difficulty in understanding an informed consent form in 
Hebrew or English, especially when it contains complex 
medical and legal information. Therefore, communicating in 
any language other than the patient’s native tongue does 
not actually allow investigators to obtain informed consents 
in line with ICH-GCP requirements. In response to this, 
regulatory authorities in various countries have been called 
to address this issue. The American FDA has put forth one 
of the clearest instructions regarding studies which include 
non-English-speaking patients: “When the study subject 
population includes non-English speaking people… …the 
IRB should require a translated consent document to be 
prepared and assure that the translation is accurate”5 . Such 
instructions are especially important in multilingual countries: 
while most countries have only small minorities who do not 
speak the common language and require translations of 
study documents, multilingual countries would likely have 
participants who are not native speakers of the common 
language in every clinical trial. 

Israel’s Ministry of Health (MoH), the regulatory body 
for clinical trials in Israel, recognised the multilingual nature 
of the country and the importance of this issue for clinical 
trials. In its “Procedure for Clinical Trials in Human Beings” 6, 
the MoH clearly recognises the patients’ right to receive full 
information regarding a trial they are entering in their own 
native tongue: “An informed consent form should contain a 
summary of the information given to the participant about 
the clinical trial… The form should be written in standard 
language which is clear, lucid and understandable to any 
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person and in the language of the participant, where 
possible”. This clarifies the first step: informed consent forms 
must be translated into the participant’s language. Later in 
the procedure, in the document submission dossier7, these 
instructions are clarified further: “There are cases in which the 
Informed Consent Form must be translated into a language 
other than Hebrew for the participants in the clinical trial. The 
trial Sponsor will provide a translation in advance and state 
that the translation is a certified copy. The Investigator will 
enclose the translation and the statement to the submission 
documents”. This clarifies two important points: first, that it 
is the sponsor’s responsibility to acquire such translations, 
and second, that the translations have to be certified, and 
thus would usually require the involvement of translation 
providers.

Translations of informed consent forms into Russian and 
Arabic, as well as into Hebrew (for global trials in which the 
study documents are originally in English) have therefore 
become a standard for clinical trials held in Israel. In addition 
to informed consent forms, both sponsors and institutional 
review boards (IRBs) interpret the procedure’s instructions 
as referring to all patient-oriented study documents. In fact, 
most trials include translation of patient information sheets, 
patient diaries and cards, as well as various patient-reported 
outcomes. Even though the clinical trial procedure does 
not refer specifically to Arabic and Russian, translations of 
patient materials into additional languages is quite rare, and 
in most cases, sponsors resolve such situations by using an 
independent witness, as allowed by the procedure: “In case 
the trial participant or his legal representative cannot read 
the Informed Consent Form, due to not knowing the language 
or due to illiteracy, an independent witness must be present 
during the explanation of the nature of the clinical trial. After 
the participant or his legal representative expressed his verbal 

agreement to participate in the trial, the witness will sign 
and date the Consent Form.” While the independent witness 
option may seem like a good solution in some cases, it creates 
additional legal and ethical complications. Therefore, IRBs 
refrain from approving it for more than 1-2 patients who 
speak a specific language.

While sponsors are required to invest in translating patient 
materials, conducting trials in Israel requires almost no spend 
on translating materials for the medical and clinical teams 
involved in the study. This is mostly due to a very high literacy 
rate in English among the Israeli population, especially those 
with academic backgrounds. MoH guidelines instruct that only 
the protocol synopsis needs to be submitted in Hebrew (and 
not in Arabic or Russian, in this case), and all other documents 
intended for investigators and IRBs can be submitted 
in English. This includes the full protocol, investigator’s 
brochure, IMPDs and various other documents. The fact 
that these submissions can be made in English balances the 
additional spend on translating patient materials into three 
local languages.

Both FDA and MoH guidelines clearly mention the 
sponsor’s responsibility for the quality of the translation 
and for the fact that it has to accurately reflect the original 
document. In order to assure this quality, in many countries 
the clinical teams perform review and revision of the 
translated materials themselves, correcting any linguistic and 
scientific inaccuracies. In Israel this process might be more 
difficult: while almost every clinical team includes native 
Hebrew speakers, not every team will have native Arabic or 
Russian speakers capable of reviewing Arabic and Russian 
translations. This situation leads to some creative solutions, 
such as attempting to use native-speaking employees from 
other departments or from the study sites to review the 
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translation. This solution fails to provide a consistent and 
reliable means for verifying translations, as none can vouch 
for the language skills and scientific expertise of the person 
conducting this impromptu review. Some sponsors are 
tempted, alternatively, to use Arabic and Russian translations 
created for other countries. This can prove to be quite risky, 
as different countries speak different dialects of these 
languages, and translations from one country may be illegible 
to participants from other countries. In addition, since every 
country requires the ICF undergo some amendments to fit 
local regulatory requirements, a native speaker of Russian or 
an Arabic speaker will be required to make such adjustments 
in the translations obtained from other countries. 

The safest approach, therefore, for sponsors and CROs in 
Israel is to outsource the review and revision of translations to 
external providers along with the translations. These external 
providers usually specialise in translations for clinical trials 
and are capable of performing these unique translations 
and reviews - requiring native-speaking translators to 
translate these scientifically complex materials in a language 
communicable to patients. The review is performed using one 
of two popular quality control processes. The first process is 
bilingual verification (or review and revision), which involves 
a translator and a reviewer, both native speakers of the target 
language. Once the first translator finishes their work, the 
senior reviewer is requested to compare the translation word-
by-word against the original document. The reviewer has a 
double task in this process: first, they have to make sure that 
the document has been translated fully, and that the meaning 
of the original is reflected precisely in the translation. Second, 
they have to proof-read and edit the translation, making sure 
it is fluent and communicable in the target language. This 
process helps reduce mistakes to a minimum, and usually 
produces great translation quality when conducted by an 
experienced company. Some companies seeking to increase 
the accuracy even further request that this process be 
performed twice, with two different reviewers examining the 
document one after the other.

The second process involves translation and back-
translation of the document. In this process, the initial 
translation, immediately following its completion, is sent to a 
second translator, who is requested to translate the document 
back into the source language (usually Hebrew or English). 
For this process to succeed, the second translator must not 
have any access to the original document, to make sure 
that the back-translation relies only on the content of the 
translation. This process provides the clinical team with a tool 
by which they can review translations in foreign languages – 
by comparing the back-translation against the original and 
recognising any discrepancies and having the provider correct 
the translation accordingly. Some providers offer the option 
of conducting this comparison themselves, thus saving the 
clinical team’s time and providing a final product with two 
advantages: both a quality-controlled translation and a back-
translation which gives the clinical team a window into the 
contents of the translation.

One of the most important issues in clinical trials start-up 

is timelines, and with the staggering cost of losing patent 
days, both CROs and sponsors are under pressure to quickly 
begin patient recruitment. In such context, delays in start-
up due to translation activities are completely unacceptable. 
However, reviews of start-up times in Israel in comparison to 
other countries consistently reveal that translations cause no 
delay in study initiation. This is mostly due to the increased 
awareness of clinical teams to the importance of translations 
in the start-up process, due to the existence of reliable 
translation partners in Israel, and due to the flexibility of 
many IRBs, which are willing to accept initial submissions in 
Hebrew and add their approval for the additional language 
at a later stage. 

Companies operating in Israel have often learned a 
surprising fact from comparing the local translation activities 
to those of other countries. An internal study conducted by a 
global CRO revealed that while the cost of translation between 
different countries was similar, the fact that translations 
were not reviewed in-house by the clinical team in Israel has 
actually increased efficiencies: it produces better quality of 
translations with fewer rejections from IRBs, and completes 
the translation and review process more quickly. Even more 
interestingly, the study revealed that the cost of external 
verification by a senior reviewer with clinical training was 
significantly lower than the cost of an in-house CRA which 
dedicated her time to review the translations. Such findings 
help strengthen recent trends of outsourcing all translation 
and review activities. Outsourcing those activities not only 
saves significant costs, but also clears the clinical team’s time 
to perform important tasks such as site negotiations and 
submissions.

In conclusion, Israel serves as an interesting case study to 
learn about the impact of a multilingual society on clinical 
trials conducted within it. Thankfully, this aspect of Israeli 
society does not hinder sponsors from conducting more and 
more trials here, and the lessons learned from them help to 
improve translation activities globally.
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