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Part I – DTP-Specific Questions

1. As far as you know, is DTP genomic research a topic of interest to researchers or other stakeholders in your country? [Multiple choice]

(a) There has been little, if any, discussion of the issue as of now
(b) There has been discussion among researchers, but little discussion among policy makers
(c) There has been discussion among both researchers and policy makers
(d) I am not sure – or other answer

As far as we are aware, when UK researchers based in universities and publicly–funded institutions wish to recruit participants in other countries for medical research, this is usually done as partners to a funding collaboration.  Recruitment is usually carried out through clinical leads, biobanks, cohort studies, or hospitals to reach patients in other countries and increase the power and scope of a study.  There are studies that advertise online in patient forums, but it is not clear how many of those studies are able to recruit patients outside of their jurisdiction in this way.  This would be subject to research ethics approval and would depend upon the type and nature of the study. However, there are a number of projects, particularly in rare diseases that are being approached by patients in other countries who have discovered the project online. For example, patients from Japan have enrolled in the online UK-based, University of Oxford RUDY project https://research.ndorms.ox.ac.uk/rudy/. Further research would need to be done to understand the numbers of projects in the UK recruiting online or being approached by patients and to establish the countries where participants are based. 

While the UK is active in genomics research with a number of projects in this field, these projects do not tend to recruit online and do not recruit people from other countries into their studies. For example, the 100,000 Genomes Project1 is a significant project in world terms and recruits patients through the clinic. UK Biobank2 recruited patients via the National Health Service clinical services with a s251 exemption and sent invitations by post.  However, these projects increasingly use digital technologies alongside more traditional methods for interactions with participants. 

The difference is with commercial DTC companies, as they recruit online and are not always based in the country where they are recruiting.  A number of these operate in the UK and research is the “back end” of their business model. Legal requirements may in fact be more restrictive for DTC testing companies that also engage in secondary research, rather than specific research projects that recruit participants, but do not charge for their services. Consent requirements may be more stringent as applied to DTC companies engaging in health research than for other types of research conducted by public research institutions. 

There has also been much discussion of issues raised by genomics research. The work of the now disbanded Human Genetics Commission (HGC) has been influential in this area. This was an independent advisory body to the government. It released a number of reports on various matters related to genetics, including: DTC genetic testing; genetic discrimination; genetics in insurance; and genetic databases. In relation to DTC they released two reports and a Framework of Principles, which could be drawn upon in improving industry governance, but as yet have not been.3 The HGC was replaced by the Emerging Science and Bioethics Advisory Committee (ESBAC),4 but this has also been disbanded. The Human Tissue Authority, which enforces the Human Tissue Act 2004 has also released various guidance documents, including a Code of Practice on Consent. There are a number of versions of this document, the most recent was released in 2017.5

2. Assume that a researcher in your country wants to conduct DTP genomic research with participants in your country and that such research is subject to IRB/REC review. Please describe the conditions for IRB/REC approval, if it could be approved at all.

When considering conditions for granting research approval, RECs seek to balance the advancement of science against the protection of participants’ welfare and rights.  As such, an REC should perform an ethical and scientific review of the research in question.6 Conditions attached to any REC approval granted, might include:7
· Patient and clinical benefits of the research;
· the scientific and transformational objectives of the research;
· the implementation strategy;
· the ethical and governance frameworks required (both including the policy for data access, to ensure that all necessary safeguards are in place).

Conditions considered by an ethics committee are listed in the Medicines for Human Use (Clinical Trials) Regulations (2004); and the remit of RECs is laid out in the “Governance arrangements for research ethics committees” document.  The initial process involves contacting the clinical governance or research development office who advises whether the project is research and whether HRA approval and / or ethical approval is required. For non-research, if patient data is to be used without consent, a recommendation from the Confidentiality Advisory Group (CAG) and advice form the Caldicott Guardian will be required8 Where necessary, applications need to go to a flagged REC which is designated for review of particular types of application, and flagging of RECs is based on legal or regulatory authority for review of particular type of application.  

3. Assume that a researcher in your country wants to conduct DTP genomic research in another country. Please describe the conditions that must be satisfied for IRB/REC approval in your country, if it could be approved at all. Would your IRB/REC also require approval from a research ethics review body in the other country?
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To conduct genomic research in another country, a UK researcher would have to fulfill the regulatory requirements for ethics approval in that country.  This would be the same if an external researcher conducted research in the jurisdiction of the UK. For example, RECs outside the UK are not recognized for the purposes of the Human Tissue Act 2004.9
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There is currently no system that recognizes the equivalency of REC decisions across Europe and so researchers have to apply in each jurisdiction for approval. 

Where UK NHS patients or their data will be used, in addition to patient or non-patient studies outside of the UK, HRA approval is required for the UK NHS portion.  University research ethics approval and local ethics approval or organizational approval will be required if a REC does not exist in the location where research will be conducted or data collected from. 

4. 	Assume that a researcher from outside your country wants to conduct DTP genomic research in your country. 

A. Would it be lawful for the researcher to do so without IRB/REC approval in either the researcher’s country or your country? [Yes/No]
	__ Yes
	X  No
	__ Not sure or other


While there has been much international collaborative research conducted in the UK, due to the ongoing Brexit negotiations, there is now some level of uncertainty regarding the conditions for when it will be permitted for researchers from outside the UK to conduct genomic research within the UK10
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B. Would it be lawful for the researcher to do so if the research were approved by an IRB/REC in the researcher’s own country, but was not submitted for approval in your country? [Yes/No]
__Yes
X  No
__ Not sure or other 

        C. Would the external researcher be required to have a collaborator in your country? [Yes/No]
__ Yes
__  No
X   Not sure or other

There would not necessarily be a requirement for a collaborator, though this would make things much easier logistically. 

D. Would it matter whether the external researcher is based at a commercial, governmental, or academic entity? [Yes/No]
__ Yes 
X  No
__ Not sure or other

The managing organization (which subsequently becomes the sponsor) can be commercial, governmental, or academic, and so can the external researcher. If the project is determined as research, then the relevant approvals apply. If a project is a research tissue bank, research database, or takes place outside the NHS setting, then HRA approval is not required, but REC approval is. It does not matter for the purposes of submitting an application to a research ethics committee where researchers are based, and all researchers will undergo the same process of review if they are using the NHS to recruit patients or are using NHS data, facilities, or staff. However, for the purposes of data protection, it does matter. According to the Health Research Authority and the Information Commissioners Office Guidance, research for health and social care should rely on other grounds for processing data, such as the public interest,11 whereas organizations that are not public entities, especially DTC companies, are unlikely to be able to rely on these same grounds, given that they are typically conducting research on consumer data, which is originally collected for the purposes of a commercial genetic testing service.

5.	As far as you know, what are the perceived benefits and risks that could occur if a researcher from another country conducted IRB/REC-approved genomic research on samples or data obtained from your country? Please consider the perspectives of the public, research participants, socially-defined groups (e.g., indigenous or minority populations), researchers, and other professional or government entities.

In the UK, any research on samples from NHS patients or other research will have to have relevant approvals as outlined above. The risks and benefits would be considered by HRA and the appropriate REC accordingly. There are specific governance mechanisms that researchers have to adhere to, including providing assurances for the handling of data. Risks might include that ethical standards and regulations may differ between countries, ethical review may not be required in the country of the researcher, research participants may not receive feedback of results, particularly of incidental findings if applicable, and different levels of choice are given to participants regarding the collection, use, and sharing of their samples. 

Part II – General Questions

6. 	Does your country have biohazard committees, data protection boards, export permit authorities, or other entities that regulate the exporting of biospecimens or the transferring of data across borders for research? If so, do these requirements apply to individual citizens as well as research and medical institutions?

Yes. The relevant data protection regulator is the ICO (Information Commissioner’s Office). Current legislation on data protection is the Data Protection Act 2018 together with the General Data Protection Regulation. There is some level of uncertainty regarding how the UK will be treated by other European member states post-Brexit, but the Data Protection Act has incorporated the GDPR into the UK’s domestic law, as well as making derogations from it. 

The Human Tissue Authority enforces the Human Tissue Act 2004 and regulates “organizations that remove, store, and use human tissue for research, medical treatment, post-mortem examination, education and training, and display in public.”12

The Health Research Authority (HRA) was established in accordance with the Care Act 2014, “as an executive non-departmental public body (NDPB) sponsored by the Department of Health on 1 January 2015.”13 The HRA’s primary purpose “is to protect and promote the interests of patients and the public in health and social care research.” In order to achieve this, it seeks to:
· make sure research is ethically reviewed and approved
· promote transparency in research
· oversee a range of committees and services
· provide independent recommendations on the processing of identifiable patient information where it is not always practical to obtain consent, for research and non-research projects.14
Both the ICO and the Health Research Authority have released guidance indicating that consent should not be the basis for processing in the context of health and social care research.15
However, in the context of DTC testing companies conducting health research, all companies will still need appropriate consent for the initial test and are likely to need additional consent for secondary research in accordance with both data protection legislation and the Human Tissue Act.

The Human Fertilisation and Embryology Act 1990, which is enforced by the Human Fertilisation and Embryology Authority, also is relevant here. It “approves and licences research projects which use human tissue. The Act prohibits a number of acts including the creation of an embryo, except when holding a licence issued by the Authority. Generally speaking, without authorisation, there cannot be any genetic alterations of eggs and sperm and no person shall use modified germ cells to provide fertility services.”16

7. 	Does your country have laws, policies, or guidelines dealing with genetic or genomic research or genetic or genomic privacy that would apply to international DTP research? Do your national laws on these issues apply outside of your country when residents or citizens of your country enroll in a DTP study conducted abroad? 

The UK has enacted the Data Protection Act 2018, which incorporates the GDPR into the UK’s domestic law and also sits alongside the GDPR, while the UK remains part of the EU. Under both the Data Protection Act and the GDPR, genomic data is categorized as sensitive information, and the standard of consent required for processing this data is quite high. For organizations conducting health and social care research within the UK, in accordance with the HRA and ICO guidance, consent may not be the main legal basis for processing, but where a DTC company is conducting health research on consumers’ data they should be complying with data protection requirements and should be obtaining appropriate consent for all processing of genetic data.

8. 	Does your country have laws, policies, guidelines, or cultural expectations regarding the return of individual or aggregate research results? [Multiple choice]

	(a) The law requires the return of individual results unless the participant expressly declines to have results returned
	(b) The law is silent on return of results; the expectation is that individual results will be returned unless the participant expressly declines to have the results returned
	(c) The law is silent on return of results; aggregate results are typically returned, but individual results are not returned unless expressly stated in the research protocol
	(d) I am not sure – or other answer  

9. 	Does your country have laws, policies, or guidelines regarding “direct-to-consumer" genetic testing (e.g., 23andMe) and, if so, what do they provide? [Multiple choice]

	(a) Yes. Direct-to-consumer genetic testing is illegal
	(b) Yes. Direct-to-consumer genetic testing is legal
(c) No. Direct-to-consumer genetic testing is not an issue
	(d) I am not sure – or other answer


At present, DTC genetic testing is technically legal. That being said, all organizations conducting genetic tests are supposed to be complying with the provisions of the Human Tissue Act, as enforced by the Human Tissue Authority. The Human Tissue Act (HTA) governs the use of human tissue and organs in the UK. The Act sets requirements for consent and makes it a criminal offence under section 45 to analyze DNA without appropriate consent. It would appear that the Act has direct application to the DTC industry.17 The Human Tissue Authority’s Analysis of DNA under the HT Act FAQs states that: 

All companies providing DNA testing kits or DNA testing services must comply with the provisions of the Human Tissue Act 2004 relating to consent and the holding of bodily material with the intent to analyze DNA.18

However, 23andMe has been allowed to market through Superdrug in the UK because it obtained a Conformité Européene (CE) mark for its test kit, which means essentially that the kit has been approved as safe for the purposes of collecting saliva.19 This also means that the kit can be marketed throughout the EU, as CE certification is recognized reciprocally, so that if a company receives a CE mark in one Member State the mark will be recognized by others.20

An inquiry was launched in March 2019 into the commercial genomics industry by the Science and Technology Committee (Commons). We are still awaiting the recommendations from this consultation.21

In October 2018 the Association of British Insurers released a Code of Practice On Genetic Testing And Insurance.22 This is a voluntary code and does not apply to all insurers, but it is positive step in relation to providing some level of protection for people in this context.

Part III – Looking to the Future

10.  	How, if at all, do you anticipate that your country’s laws, policies, or guidelines will change in the next 5-10 years in response to international DTP genomic research? [Multiple choice]

	(a) I do not think they will change at all
	(b) I think they will restrict international DTP research
	(c) I think they will allow international DTP research
	(d) I am not sure – or other answer

How the laws on this change are likely to be connected with the form that Brexit ultimately takes and how other countries, both within the EU and those outside the EU, treat the UK for data protection and other purposes. 
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