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reporting
adverse incidents	 T118(27), 27A, 27.5–27.8

by third party	 24.3d
Freedom of Information Act 2000	 32.1
obligations by centres, to HFEA	 32A

research	 22.1–22.20
14 day/primitive streak limit for embryo	 R28(22), 22A, 
	 22E, 22.3b
anonymisation of embryos/gametes	 22.7c, 22.8c,  
	 22.8d, 22.8e
clinical role separated from	 R27(22), 22.13
condition specification for	 22.7j
consent for use of embryos/gametes	 R18(22), 5A, 5E, 22C,	
	 22.7, 22.12–22.17

after donor’s death	 22.7l, 22.20
age (18 years) and exception to	 22D, 22.16
circumstances for use without	 22D
documented procedures	 22.2b
gamete use	 5A, 5.1b, 22C, 22.12–22.17
genetic research	 22.8d, 22.9b
human admixed embryo creation	 R18(22), 22D, 22F,  
	 22G, 22.20
individual obtaining	 22D, 22.13, 22.14a, 22.14b
information required before	 R19(22), 22F, 22.7, 22.8, 22.9
not under duress	 22.15
for stem cell research	 22.8f, 22.19
time for consideration before	 22.14c
use of human cells (under 18/adults)	 22D
varying/withdrawing	 22C, 22D, 22F, 22G
written informed	 22C, 22G, 22.2b, 22.12

disclosure of interests (staff)	 22.5
documented procedures	 22.2

for obtaining embryos	 22.2a
for stem cell line development/use	 22.18
for storing embryos	 22.4

donation not to affect treatment	 22.7f
donors not under obligation	 22.7g, 22.15
egg sharing for	 12.30–12.32
embryo development termination/perishing	 22.3c, 22.7k
embryo storage

maximum storage time	 R36(22)
requirements and restrictions	 R32(22), R33(22)

embryo use definition  
(when under control of researchers)	 22B
embryo use for other purposes not allowed	 R23(22), 22A, 	
	 22.7i
experimental nature of	 22.7i
fresh/frozen gametes/embryos used only	 22.7h
funding and financial interests	 R24(22), 22.5a, 22.5b, 22.6
gamete storage	 R18(22), 22A, 22.4

maximum storage time	 R35(22)
restrictions and circumstances	 R31(22)

genetic see genetic research
information provided to donors	 4A, 20.11, 22.6–22.9, 22.14

before consent	 R19(22), 22F, 22.7, 22.8, 22.9
designated individual to provide	 R22(22)
on genetic research	 22.9, 22.11
on health/welfare	 22.7d
human admixed embryos	 22F

on secondary research	 22.8
in understandable terms	 R21(22)

information required for records before	 22.3
labelling of embryos/admixed embryos	 R26(22)
legal prohibitions affecting	 22A, 22E
licence	 22A, 22.1

Annex A, conditions for use of stem cells	 R41(22)
management	 22.5b
premises	 22A
prohibitions affecting	 22A, 22E
secondary	 22.8
stem cell see stem cell research
storage of gametes/embryos	 22A, 22.4

consent for	 R18(22)
embryos, conditions for	 R33(22)
human admixed embryos	 R37(22), 22G
maximum storage time	 R35(22), R36(22), 22G, 22.4
before October 2009, identification/attribution to donor to 
be prevented	 R29(22)
procedures for ensuring use before time limit	 22.4
prohibition on exceeding storage period	 R39(22)
requirements for	 R31(22)
restrictions and circumstances	 R31(22)
specification in Regulations	 R38(22)

supervision	 22A
research ethics committee	 22.5a
respect, for patient/patient’s views	 29.4, 29.6
risk assessment

storage of gametes/embryos	 17.4e
welfare of child see under welfare of child
witnessing see under witnessing

Royal College of Obstetricians and Gynaecologists	 2.8a, 	
	 2.10

S
safety of electronic witnessing systems	 18.31b, 18.31c
safety of gametes/embryos	 15.16–15.20

electronic witnessing systems	 18.31a
standards to be established, quality indicators	 T35(23)

safety of working environment	 25.7
scientists/scientific staff	 2.14–2.19

access to, for each centre	 2.14
clinical embryology laboratory, requirements	 2.19
disclosure of identifying information to	 5.27d, 30.18d
HPC registration	 2.15, 2.16
induction and training programme	 2.17
overseas/visiting, temporary HPC registration	 2.16
seminology laboratory, requirements	 2.18

screening
donors	 11.15, 11.24a, 11.24b

for chlamydial infection	 T52e(11)
for HIV/HBV/HCV	 T52b(11)
for HTLV1	 T52f(11)
information for recipient	 20.3
in surrogacy arrangement	 14A
for syphilis	 T52b(11), T52d(11)
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egg donors/providers	 12.6c, 12.26e
qualified laboratory to carry out	 T51(17), T53a(11)
before storage of gametes/embryos	 T50(17), 17.8, 17.12d

security
access to records (medical)	 30.6, 31.8b
of container/package (of embryos/gametes)  
for transport	 T108(15)
control of access to registers/data	 31.7
gametes/embryo packages	 15.2, 15.7d
see also witnessing

self-referrals, identity verification	 18.17
for welfare of child risk assessment	 8.8

semen analysis	 11.13c
seminology laboratory, requirements for scientist responsible	
2.18
serious adverse event

definition	 27.2
identification/recording, in review of quality  
management system	 23.12e
notification of conclusion of investigation, 
information needed for	 T121(27)
procedure for recall of products	 T122(27)
reporting to HFEA	 T120(27), 27A
review of processes after	 27.7

serious adverse reaction
definition	 27.3
identification/recording, in review of quality  
management system	 23.12e
notification of conclusion of investigation,  
information needed for	 T121(27)
procedure for recall of products	 T122(27)
reporting to HFEA	 T120(27), 27A
review of processes after	 27.7

service supply, third party agreements	 24.1b
sex determination of embryo, PGD for	 10A
sex selection

PGD for determining sex	 10A
prohibitions affecting	 T87(10), 10C
for social reasons, not allowed	 T88(9), T88(10), 9B, 10D
sperm sorting for medical reasons	 10.19–10.20

shipping container, for gametes/embryos	 T106(15)
maintenance of conditions and security of	 T108(15)
transport conditions and labelling requirements	 T107(15)

single embryo transfer (SET)
circumstances for, strategy	 7A
recording reasons for not using	 7A

6-family alert	 11.38
social history, welfare of child risk assessment	 8.9
social networks, consideration in welfare  
of child risk assessment	 8.11
software testing, electronic witnessing systems	 18.31d
Special Directions see under imports and exports  
(of gametes/embryos)
sperm

collection
donor identification	 18.18
witnessing	 18.4b, 18.13

cryopreserved, supply for home insemination	 15B, 15.4–15.5
home procurement	 T68(15), 15.6–15.9

identity of provider	 15.7a, 18.18
insemination with see insemination
mixing with eggs, witnessing	 18.4d
preparation

one sample in working area at once	 18.24
witnessing	 18.4c, 18.30

procurement	 15.6, 15.7
at home	 T68(15), 15.6–15.9
protocols	 15.7
receipt requirements	 15.9, 15.10–15.12
receptacle for and labelling	 15.7e
sources	 15.6
see also sperm donors/donations

separation/sorting for sex selection	 10.19–10.20
for social reasons, prohibition	 10D

storage, consent	 5D
storage time	 5D, 17B

sperm donors/donations
age of donors	 11.2, 11.4
benefits in kind	 11.41, 12.5
identity of provider	 15.7a, 18.18
not treated as legal father	 6H
quarantining, duration	 T53c(11)
surrogacy arrangement, legal parenthood	 6G
third party agreements	 24.1a
see also donors (embryos/gametes)

staff	 2.1–2.27
awareness of importance of quality  
management system	 23.3e
of centre	 2.1–2.6, T12(2)
challenge of colleagues over discrimination	 29.7
complaints handling see complaints
complaints officer	 28.4–28.6
conscientious objection see conscientious objection
counselling	 2.12–2.13
disclosure of identifying information to	 5.26e, 5.27, 30.18
disclosure of interests for research	 22.5
embryo biopsy practitioners	 2.20–2.21
for embryo testing	 10.1–10.3
facilities for (at centre)	 25.16
genetic testing, responsible for	 2.22–2.27
hygiene and protection, equipment/materials	 26.2
ICSI practitioners	 2.20–2.21
interruptions/distractions affecting	 18.15–18.16
job description	 T13(2)
medical	 2.7–2.10
no discrimination based on personal views	 29.7
number and competency	 T12(2)
nursing	 2A, 2.11
organisational chart	 T11(2)
personal views not to affect treatment/care	 29.6, 29.7, 29.9
prospective, advising on conscientious objection	 29.8
records, information included	 2.2
registration with professional/statutory bodies	 T14(2)
repetitive tasks, risks associated	 18.26
responsibilities/authorities and reporting relationships	T11(2), 	
	 23.3f
in review of quality management system	 23.12b
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scientific	 2.14–2.19
suggestions from	 2.4, 23.18

in review of quality management system	 23.12e
training see training
workload and working hours	 18.26
see also centre staff; individual types of staff  
(e.g. medical staff)

standard operating procedures,  
egg and embryo transfer	 7.3
Stem Cell Bank (UK), depositing of embryonic  
stem cell lines	 R30(22)
stem cell lines, human embryonic	 22B

additional conditions in Annex A  
of Research Licence	 R41(22)
balance unused to be deposited in UK Stem  
Cell Bank	 R30b(22)
development/use, documented procedures	 22.18
gamete use, information prior to consent	 R20(22)
sample deposited in UK Stem Cell Bank	 R30a(22)
traceability, information to be recorded	 R68(22)

stem cell research	 22.18–22.19
donation of embryos, consent	 22.8f, 22.19

sterilisation
instruments/devices for procurement  
of gametes/embryos	 T28(26)
validated procedure for removal of infectious agents	 T29(26)

still birth, risk/rate	 7.7b
stock control, equipment and materials	 26.3c
storage equipment/vessels	 17.5–17.7

cross-contamination prevention	 17.9
failure/damage	 17.7
labels/tags for electronic systems	 18.31e, 18.38
multiple vessels, future fertility impairment cases	 17.7
safety	 17.5, 17.6, 26.4

alarms and auto-dial facility for	 17.5, 26.4a, 26.4b
emergency procedures	 17.3, 17.6, 26.4c

spare storage vessels	 26.4d
storage facilities	 17.1–17.4

access, control of	 17.5
controlled conditions	 T75(17), 17.4a
spare storage space	 26.4d
storage-location system	 17.2c

storage of gametes/embryos	 17.1–17.9
bring-forward system, advance notice of expiry	 17.18, 17.19
conditions for, specification in consent	 5D, 5.5
consent for/to	 5A, 17B, 17.14

additional requirements	 5D, 5.16–5.17
‘cooling off’ period after varying/withdrawing	 5H, 17C
from egg providers	 12.7
egg sharing and	 5.21
gamete storage without	 5A, 5G, 5.30–5.32
human admixed embryos	 22G
information provision before	 4A, 5.5, 17.14
maximum time for storage	 5D, 5H, 5.17
requirement for	 5A
specification of extra storage conditions	 5.5
at time of consent for use of	 5.16
time period for storage	 5H, 17C

varying/withdrawing	 5H, 17C
withdrawal, disputes involving	 17C
by woman, information required for	 T83(17)

contact with patients/donors	 17.19
controlled conditions	 T75(17), 17.4a
counselling for	 3A, 3.1
cross-contamination prevention	 17.9
cryopreserved eggs, transfer with fresh eggs	 17.15a
disposal after consent expiry	 15.13, 17.14c

witnessing	 18.4j
disputes involving withdrawal of consent	 17C
documented procedures	 17.1, 17.3, 17.4

for research/training	 22.4
review	 17.17

electronic witnessing system tags/labels	 18.31e, 18.38
of embryos

circumstances and restrictions	 T77(17), T78(17)
created in vitro	 T78(17)
from cryopreserved eggs and from 
fresh eggs, exceptional transfer	 17.15b, 17.15c
maximum time of storage	 T81(17)
quarantined/unscreened separate  
from positive/negative tests	 T52c(11)

end/expiry	 17D, 17.19, 17.20
extension	 17.16
informing patients, and options after	 17.19

extension	 17.16
facilities for	 17.2
of gametes

cryopreserved eggs, exceptional transfer  
with fresh eggs	 17.15a
maximum time of storage	 T80(17)
quarantined/unscreened separate from  
positive/negative tests	 T52c(11)
source of, restrictions	 T76(17)
storage conditions and circumstances	 T76(17)

of gametes from a child	 5.31
of gametes without consent,  
circumstances and use	 5A, 5D, 5G, 5.30–5.32, 17B

child’s gametes	 5.31
competence to consent and	 5G, 5.30
sperm storage	 5D, 17B

human admixed embryos, conditions for	 R34(22)
information provision about	 4.2i, 17.11–17.14

on expiry of storage	 17.20
information provision before consent	 4A, 17.14
likelihood of live birth	 17.12c
long-term	 5.17

consent	 5.16, 5.17
maximum time for	 T80(17), T81(17), 5D,  
	 5H, 5.17, 17C, 17.12b

bring-forward system, advance notice of expiry	 17.18,	
	 17.19
for embryos	 R36(22), T81(17)
expiry	 17D, 17.20
extended time	 T82b(17), 5.17, 17.12b, 17.16
for gametes	 R35(22), T80(17)
of gametes/embryos for research	 R35(22), R36(22)
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human admixed embryos	 R37(22), 22G
prohibition on exceeding (for research)	 R39(22)
specification in Regulations	 R38(22), T82(17)
storage beyond, criminal offence	 17D

more than one patient at one time	 18.24
oncology patients	 5.31, 17.13
packaging	 17.4b
records	 17.4c, 17.4d
removal from storage, witnessing	 18.4i
for research/training	 22A, 22C

requirements for	 R31(22)
restrictions and circumstances for use	 R31(22)
see also under research

review	 17.17
frequency	 17.17a
requirements	 17.17b

risk assessment	 17.4e
screening before	 T50(17), 17.8, 17.12d
sources of sperm for	 15.6
sperm storage time	 5D, 17B
supply/use after, for course of treatment,  
and exception to	 T83(17)
traceability	 19.4
viability deterioration/loss	 17.12a
welfare of child risk assessment not needed	 8.5
witnessing	 18.4h

storage of ovarian/testicular tissue	 17A, 17.10
strategy to minimise multiple births	 7A
suggestions from staff see staff, suggestions from suitability 
to donate see donors (embryos/gametes), suitability
suitability to receive treatment, 
counselling as distinct from	 3.7a
superovulatory drugs, information  
on risks of multiple pregnancy	 7.7
support counselling see counselling
surrogacy arrangement	 14.1–14.3

breakdown, risk to welfare of child	 8.12
gamete providers	 14A
information provision	 14.1
intended father, legal parenthood	 6G
intended mother, legal parenthood	 6G
legal parenthood	 6G
travel to other countries for	 14.3
unenforceable nature of	 14.2
welfare of child risk assessment	 8.4

surrogate mother, legal parenthood	 6G
syphilis

donors must be negative for	 T52b(11)
screening test	 T52d(11)

T
10-family limit see under donors  
(embryos/gametes) testicular tissue, storage	 17A, 17.10
third parties, evaluation and selection  
on basis to meet requirements	 T112(24)
third party agreements	 24.1–24.5

core requirements	 T114(24)
between licensed centres	 24.6
list of agreements to be kept by centre	 T115(24)
procurement of gametes/embryos, documentation	 24.5
records of procurement of gametes/embryos	 T117(24)
requirements to meet licence conditions	 T116(24)
scope	 T111(24), 24A, 24.1–24.3

inspection of premises	 24.2
procedures integrated with centre’s quality system	 24.3
procuring/testing/processing gametes  
and/or embryos	 T117(24), 24.1a
supply of goods/services	 T111(24), 24.1b

transport centres	 24B, 24.4
transport of gametes/embryos	 15C
written agreements	 T111(24), 24A

third party services	 24.1a, 24.1b
adverse incident reporting	 24.3d
auditing of procedures	 24.3a
cross-contamination minimisation	 24.3b
procedures integrated with centre’s  
quality system	 23.3h, 24.3

in review of quality management system	 23.12d
professional guidelines followed	 24.3c

tissue typing, PGD for see preimplantation tissue typing
traceability	 T99(19), T100(19), 19.1–19.4

documented procedures for	 T99(19), 19.1
information required	 T100(19)

of equipment/products/materials	 T101(19), 16.3, 19.3, 26.3b
records of	 19.1c

identification of patients and gametes/embryos	 T70(15),	
	 19.1a
identifying codes	 19.2

see also identifiers (identifying codes)
importing/exporting of gametes /embryos	 16.3

centres outside EEA/Gibraltar	 16B
patient/donor records, duration for keeping	 T48(31)
quarantined and rejected material	 19.1b
registers of gametes and embryos, contents	 19.1d
of samples, third party services	 24.3a
of stem cells, information to be recorded	 R68(22)

training	 22.1–22.20
avoidance of conflict of interest between  
embryo use in training and treatment	 T95(22)
basic/initial, for staff	 T15(2)
of centre staff	 T15(2), 2.1a
on complaints procedure use	 28.3
conditions for use of embryo/gametes for	 22.10j
consent for use of embryos/gametes for	 T94(22), 5E, 22C,	
	 22.12–22.13, 22.17

information provided before	 T97(22)
use in embryonic stem cells/lines,  
information provided before	 R20(22)
written informed	 22C, 22.12
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of counsellors	 2.12a
designated individual not involved in treatment	 T95a(22)
documented procedures, for obtaining embryos	 22.2a
embryo use for

avoidance of conflict of interest with 
embryo use in treatment	 T95(22)
consent for	 T94(22), 5E
must not be kept after, or used for treatment	 T92(22)
person obtaining consent for	 T95(22)
restrictions on use	 T93(22)

gamete use for, consent requirement	 5A, 5.1b
information provided to donors	 4A, 22B, 22.10
information required for consent	 T97(22)
information required for records before	 22.3
of medical staff	 2.8, 2.10
of scientists/scientific staff	 2.17
of staff performing annual joint review	 2.3
witnessing	 18.9–18.10, 18.11

transfer of gametes/embryos
between centres, consent for research use	 22.17
witnessing	 18.4e
see also egg transfer; embryo transfer

transplantation, storage of ovarian tissue for	 T20(25)
transport, of files for storage	 31.9
transport, of gametes/embryos	 15.10b

conditions
maintenance of, and security of package	 T108(15)
monitoring	 15.14
specification and labelling	 T107(15)

container for	 T106(15)
contamination prevention and  
preservation of characteristics	 T105(15)
documented procedures	 15.15b

for receipt of gametes/embryos	 T109(15)
sperm for home insemination	 15.5
third party agreement	 15C
witnessing	 18.4k

transport centres	 24B, 24.4
requirements of person responsible	 24.4
third party agreements	 24.1a

treatment charges see costs of treatment
treatment cycles, number	 20.5

maximum centre can accommodate	 25.11
treatment with donated gametes/embryos 
see donor assisted conception
treatment of people

based on clinical judgment and needs of patients	 29.5
fair/non-discriminatory	 29.1–29.15

centre and staff responsibilities	 29.3–29.7
communication barrier handling	 29.14–29.15
conscientious objection by staff  
see conscientious objection
relevant legislation	 29.1–29.2
see also discrimination

not affected by staff personal views	 29.6, 29.7, 29.9
treatment refusal see refusal of treatment
Treponema pallidum, screening of donors for	 T52d(11)

U
UK Stem Cell Bank, depositing of embryonic  
stem cell lines	 R30(22)
users

needs/requirements
awareness co-ordinated by quality manager	 23.4c
processes meeting, monitoring of  
quality management	 23.26b
in quality policy	 23.7a

satisfaction assessment	 23.17
in review of quality management system	 23.12e

see also patients

V
validation

air quality	 15.18, 17.14a
authorised process, before introduction	 T6(32)
changes in processing	 T73(15)
critical processing procedures	 T72(15)
preimplantation genetic screening (PGS)	 9.3

verification of identity see identity verification
visiting healthcare scientists	 2.16
visual impairment, communication handling	 29.15

W
waiting times for treatment, information provision	 4.2c
welfare, staff/visitors, in quality policy	 23.7e
welfare of child	 8A, 8.1–8.18

centre’s duty
consideration of welfare before provision  
with treatment	 T56(8)
information provision on	 4.2b

centres required to follow guidance note	 8.1
consideration	 T56(8)

when using embryos known to have an abnormality	 10.17
when using gametes from a donor known  
to have an abnormality	 11.11

disclosure of information for	 30.12
further information during assessment	 8.13–8.14

confidentiality of information	 8.14
consent for	 8.13
reasons for seeking consent	 8.13
recording	 8.18
refusal to consent to	 8.13

record keeping	 8.18
refusal of treatment (by centre)	 8.15–8.17

explanation in writing	 8.17
patient’s opportunity to respond	 8.16b
reasons	 8.15
staff views considered	 8.16a

risk (harm/neglect) assessment process	 8.2–8.9
alcohol abuse	 8.10b
assessment before treatment	 8.3
children considered under	 8A, 8.2, 8.10
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based on HFEA model protocols	 18.2, 18.35
changing/introducing, risk assessment	 18.25
compliance auditing	 18.29
interruptions/distractions affecting	 18.16

quality review	 18.28, 18.29
records/record keeping	 18.6–18.8

contents in patient/donor notes	 18.7
of witness identity	 18.8

risk assessment	 18.25–18.30
barcoding	 18.39–18.43
electronic systems	 18.31–18.38
radio frequency identification (RFID)	 18.44–18.45
repetitive tasks and workloads	 18.26

risk minimisation	 18.26, 18.27
sperm collection	 18.4b, 18.13
sperm preparation	 18.4c, 18.30
training	 18.9–18.10, 18.11
transport of gametes/embryos	 18.4k

working environment, safe	 25.7

convictions	 8.10a
documented procedures	 8.2
drug abuse	 8.10b
fair/non-discriminatory assessment	 8.7
gamete/embryo donors excluded,  
no assessment needed	 8.5
inability to care for child/children	 8.10b
medical/social history-taking	 8.9
repeated, indications for	 8.6
self-referrals, identity verification	 8.8
surrogacy arrangement	 8.4
violence	 8.10a

risk factors considered in assessment process	 8.10–8.12
factors leading to harm/neglect	 8.10a, 8.12
factors leading to inability to care for child	 8.10b
refusal to provide consent for information	 8.13
surrogacy arrangement breakdown	 8.12

scope of provision	 8A, 8.1
witnessing	 18.1–18.45

appropriate persons for	 18.11–18.14, 18.16, 18.26
egg collection/embryo transfer	 18.12
patients/donors as witnesses	 18.13, 18.14

clinical/laboratory procedures	 18.1–18.5, 18.6
cryopreservation/storage

placing gametes/embryos into	 18.4h
removing gametes/embryos from	 18.4i

disposal of embryos/gametes	 18.4j
egg collection	 18.4a, 18.12
electronic systems	 18.3

damage/harm to gametes/embryos	 18.31a, 18.39c, 18.40,	
	 18.42, 18.43, 18.45
failure of	 18.36, 18.37
‘forcing functions’	 18.33
hardcopy, record of retained	 18.7
labels and tags used in long term storage	 18.31e, 18.38
loopholes and circumventing key steps	 18.34
manual witnessing steps with	 18.35
procedures using	 18.4
reliability and safety	 18.31b, 18.31c
risk assessment	 18.31–18.38
see also barcoding; radio frequency  
identification (RFID)

embryo transfer into woman	 18.4f, 18.12
gamete/embryo transfer (between tubes/dishes)	 18.4e, 18.12
ICSI	 18.4d
insemination centres	 18.14
insemination of woman	 18.4g
interruptions/distractions affecting	 18.15–18.16
labelling of dishes and tubes	 18.20, 18.22, 18.23
mixing sperm/eggs	 18.4d
patient/donor identification	 18.17–18.24

errors/incomplete data	 18.27
see also mismatches of gametes/embryos

patient/donor name and identifying code	 18.5, 18.20
types and number of identifiers	 18.21

processes/procedures	 T71(18)
protocols	 18.4

for back up of electronic system	 18.35, 18.36, 18.37




