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1. Definitions

“Bodily Material”

“Chief/ Principal Investigator”

“Existing Holdings”

“Genetic Data”

TheBabraham Institute

Means material which has come i) from a human; and ii)
consists of or includes human cells. Bodily material
differs from relevant material as it includes gametes
(human sperm and eggs) and hair and nails from the
living as well as the deceased

The individual responsible for the conduct of the
researchWhere the research involves more than one
site, the principal investigator is the person at each site
responsible for the day to day running of the research
projed.

An existing holding is defined as the body of a deceased
person or relevant material from a human body
(whether living or dead) held before the day on which
the HumanTissueAct commenced (1 September 2006)
for use for a ScheduleduBpose

Article 4(13) of the UK GDPR defines genetic data as
personal data relating to the inherited or acquired
genetic characteristics of a natural person which give
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“RelevantMaterial” Material, other than gameteswhich consistsof or
includeshumancellsfor exampleblood, saliva,and
peripheralblood mononuclearcells RelevantMaterialis
classifiedassuchunderthe HumanTissueAct. Relevant
materialdoesnot includeembryosoutsidethe human
body,or hair and nail from the body of a living person.
TheHumanTissueAuthority providea numberof
examplesf relevantmaterial: List of materials
considered to be ‘relevant material’ under the Human
Tissue Act 2004

“Scheduled Purpose The Human Tissue Act lists the purposes for which
consent is required, these are called “scheduled
purposes”.Schedulegurposesare setout in Schedule
1 of the HumanTissueActandincludesresearchin
connectionwith disorders or the functioning,of the

humanbody’.
“Employee” Institute employees on Institute or Babraham Institute
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and collecting or processing human data. The policy is designed to support researchers in
meeting legal and ethical requirements. It is not intended to hinder research.

3.2. Th
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5.4. Donationof human smplesor data shall not give rise to financial benefit
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10.8.5.

11.

11.1.

11.1.1.

11.1.2.

11.1.3.

11.1.4.

11.1.5.

11.2.
11.2.1.

V1.0

Institute researchersre prohibited from collecting tissue from their own persaevithout
first completing a consent form and obtaining ethical approval.

Ethical approval

General

Any research study that wishes to directly recruit participants, anduserrelevant
material,bodily material for analysis of DNARNA gameteshuman embryos, including for
the derivation of new cell lines, and personal identifiable datest be approved by a REC.

The ethics review process will check the arrangements for participation, consent, storage
and use of samples and data.

Any change in the study, including the way the samples will be collectetarstored
during the study, must be notified to the REC as an amendment.

Relevant material collected for one studyaynnot be used for a different study without

first obtaining a favourable opinion by a REC and the initial consent form includes an
option allowing for the samples to be used in the new study or for generic research (see
Section10.4.9.

Many research tissue banks have obtained generic NHS REC apphistalnay extend to
cover research accessing samples within those banks (usually subject to ca)dition

HRA approval

If your study iconsideredas research as defined under UK Policy Framework for Health and
Social Care Research and therefore falls under Research Governance Policy Framework for
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13. Data management

13.1. Legal & regulatory framework

13.1.1. UK General Data Protectiétegulations (UK GDPR) sits alongsidéite Protection Act
2018 to form primary data protection law in the UK. There is also a common law (case law)
duty of confidentiality. The principle being that when someone shares personal
information in confidence, it must not be disclosed without legal authority or justification.
For further information relating to the Institute’s procedures for protecting personal data,
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category data)whether collected by the Institute or obtained from a third party
collaborator. For more information on ethical approval, please see Settiahove.

13.3.4. Ethicalapprovalwill not normally be required for use of data that is fully anonymised (and
the key is not held at the Institute) and is not considered to be sensitive or confidential in
nature.

13.4. Anonymised & pseudonymised data
13.4.1.
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14.2.

14.3.

14.4.

15.
15.1.

V1.0

Recovery otosts by participants in line with the Institute’s policies on expenses is
acceptable.

Payments to those participating in Institute research are allowable, provided that the
payment is for expenses and time, and is not at a level that would constitutadureu
inducement for people to take part in studies. Participant payments should be included in
any NHS REC application for ethical approval.

IP arising from research utilising human biological samples and data may be sold or
licenced in accordance with thHastitute’s Intellectual Property PolicBKKE@)01).

Training

Researchermusthave appropriate training for the studies they are carrying out. Links are
available on the Research Integrity pages on The Hhis includes the following:

X Researchers who will be involved in seeking consent from human participants
must undertake training via the National Institute for Health ReseafdiHR
Learn. Researchers will need to create an account to access these programmes.
X  Anyone working with, or likely to workitli human samples at the Institute, must
undertakethe
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17.2.  This policy will beeviewed regularly to incorporate any changes, legislative or otherwise.
The next review date is specified on the cover sheet.

17.3.  Associated policies, procedures and guidance are listed on the cover sheet. The Policy
Owner named on the cover sheet can betawted with any queries.

17.4.  This policy may be varied, withdrawn or replaced at any time by the Institute at its absolute
discretion.
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Appendix 1 — Legislation & regulations impacting human research
General BBSRC Safeguarding Good Scientific Practice available at:
V1.0 03 November 2021 Page22 of 25

ONCE PRINTED THIS IS NO LONGER A CONTROLLED COPY


https://bbsrc.ukri.org/documents/safeguarding-good-scientific-practice/
https://bbsrc.ukri.org/documents/safeguarding-good-scientific-practice/
https://www.hta.gov.uk/policies/list-materials-considered-be-%E2%80%98relevant-material%E2%80%99-under-human-tissue-act-2004
https://www.hta.gov.uk/policies/list-materials-considered-be-%E2%80%98relevant-material%E2%80%99-under-human-tissue-act-2004
https://www.hfea.gov.uk/
http://www.legislation.gov.uk/uksi/2007/1523/contents/made
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.mrc.ac.uk/publications/browse/human-tissue-and-biological-samples-for-use-in-research/

BIRES)07 Human Research Policy TheBabraham Institute

MRC Good research practice: Principles and guidelines, available at
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or spermatozoa | HFEA Licence required. Subject to appropriate consent in accordance with Human Tissue Act 2004 and fe

to create ethical opinion.
embryos for
research
purposes
Use of IPSCs Human Tissue (Quality and Safety for Human Application) Regulations a0aifable at:
intended for http://www.legislation.gov.uk/uksi/2007/1523/contents/made
human
application
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