
PGT-M: NEW CONDITION/TYPE

REFUSE 
AUTHORISATION 

– with reasons
OR

ADJOURN
- and seek further 

information

AUTHORISE

 HAVE YOU 
EXPLAINED >>>

Decision to authorise/not
Reasoning re. risk and seriousness

Which types (if applicable)
Precisely what should be added to the 

list of approved conditions
Your considerations regarding      

any Executive             
recommendations

Is the testing for either 
S2 1ZA (1) (b) (abnormality) 

or 
S2 1ZA (1) (c) 
(sex testing)? 

No

No

Yes 

Is the testing for S2 1ZA (1) (c) 
(sex testing)? 

No

No

Yes

Yes

No 

No

Yes

Yes

For conditions for which sex testing is relevant:

FURTHER CONSIDERATIONS

Does the physical or mental   disability, 
illness or other medical condition affect 

only one sex?  OR does it affect one 
sex significantly more than the other?

For conditions for which sex testing is relevant:

FURTHER CONSIDERATIONS

Does the physical or mental   disability, 
illness or other medical condition affect 

only one sex?  OR does it affect one 
sex significantly more than the other?

Yes 
No Yes

• Has it been confirmed that the condition/type is not 
already on the list?

ADMINISTRATIVE REQUIREMENTS

No Yes

• Has it been confirmed that the condition/type is not 
already on the list?

ADMINISTRATIVE REQUIREMENTS PARTICULAR RISK
i.e. mode of inheritance

Is there a particular 
risk that the embryo may have        
an abnormality; OR is there a 

particular risk that any resulting 
child will have or develop a gender-

related serious physical or mental 
disability, serious illness or other 
serious medical condition? (Give 
reasons why there is a particular 

risk.)

PARTICULAR RISK
i.e. mode of inheritance

Is there a particular 
risk that the embryo may have        
an abnormality; OR is there a 

particular risk that any resulting 
child will have or develop a gender-

related serious physical or mental 
disability, serious illness or other 
serious medical condition? (Give 
reasons why there is a particular 

risk.)

Would testing be for at least one of the following?

• S2 1ZA (1) (a) – to establish whether the embryo has a gene, chromosome, or mitochondrion 
abnormality that may affect its capacity to result in a live birth

• S2 1ZA (1) (b) – to establish, where there is a particular risk, whether an embryo has an 
abnormality or any other gene, chromosome, or mitochondrion abnormality

• S2 1ZA (1) (c) – to establish the sex of the embryo in cases where there is a particular risk 
that any resulting child will have or develop

i. A gender-related serious physical or mental disability

ii. A gender-related serious illness

Iii. Any other gender-related serious medical condition.

And, if testing is not for a condition:

• S2 1ZA (1) (e) – in a case where uncertainty has arisen as to whether the embryo is one of 
those whose creation was brought about by using the gametes of particular persons, 
establishing whether it is. 

PURPOSE OF TESTING 

If this applies, is the Committee satisfied that the abnormality for which the embryo is 
to be tested may indeed affect capacity to result in a live birth?

Would testing be for at least one of the following?

• S2 1ZA (1) (a) – to establish whether the embryo has a gene, chromosome, or mitochondrion 
abnormality that may affect its capacity to result in a live birth

• S2 1ZA (1) (b) – to establish, where there is a particular risk, whether an embryo has an 
abnormality or any other gene, chromosome, or mitochondrion abnormality

• S2 1ZA (1) (c) – to establish the sex of the embryo in cases where there is a particular risk 
that any resulting child will have or develop

i. A gender-related serious physical or mental disability

ii. A gender-related serious illness

Iii. Any other gender-related serious medical condition.

And, if testing is not for a condition:

• S2 1ZA (1) (e) – in a case where uncertainty has arisen as to whether the embryo is one of 
those whose creation was brought about by using the gametes of particular persons, 
establishing whether it is. 

PURPOSE OF TESTING 

If this applies, is the Committee satisfied that the abnormality for which the embryo is 
to be tested may indeed affect capacity to result in a live birth?

  AND

SIGNIFICANCE & SERIOUSNESS

Is there a significant risk that a 
person with the abnormality will 

have or develop a serious physical 
or mental disability, a serious illness, 

or any other serious medical 
condition? (Give reasons why there 

is a significant risk.)

Would an affected person have or 
develop a serious physical or 

mental disability, a serious illness, 
or any other serious medical 

condition? (Give reasons why this 
condition/type is deemed       

serious.)

  AND

SIGNIFICANCE & SERIOUSNESS

Is there a significant risk that a 
person with the abnormality will 

have or develop a serious physical 
or mental disability, a serious illness, 

or any other serious medical 
condition? (Give reasons why there 

is a significant risk.)

Would an affected person have or 
develop a serious physical or 

mental disability, a serious illness, 
or any other serious medical 

condition? (Give reasons why this 
condition/type is deemed       

serious.)





STATUTORY APPROVALS COMMITTEE:
AUTHORISATION - MITOCHONDRIAL DONATION USING MATERNAL SPINDLE TRANSFER (MST)

REFUSE 
APPLICATION 

with reasons
OR

ADJOURN
and seek further 

information

ISSUE DETERMINATION:

Authorisation is conditional on the egg 

subsequently being extracted from the ovaries of the 

named woman (Reg 5(b)).

This point must be included in the minutes.

Does the report confirm that the following administrative 

requirements have been met?

• Has the process of maternal spindle transfer been 

specified by the clinic in the application?

• Is the applicant centre licensed to carry out 

mitochondrial donation by MST, ie, has express 

provision been made on the licence?

• Are one or more authorised embryologists named 

on the licence, and if so, is there confirmation that 

only they will be carrying out the proposed MST in 

this case?

ADMINISTRATIVE 

REQUIREMENTS

(Confirmation should be found in report summary)

Does the report confirm that the following administrative 

requirements have been met?

• Has the process of maternal spindle transfer been 

specified by the clinic in the application?

• Is the applicant centre licensed to carry out 

mitochondrial donation by MST, ie, has express 

provision been made on the licence?

• Are one or more authorised embryologists named 

on the licence, and if so, is there confirmation that 

only they will be carrying out the proposed MST in 

this case?

ADMINISTRATIVE 

REQUIREMENTS

(Confirmation should be found in report summary)

 HAVE YOU 

EXPLAINED >>>

Determination yes/no

Reason re. risk and seriousness

Process to be used (MST)

Any redaction necessary

to ensure patient

confidentiality?

         Yes         Yes
         Yes         Yes

         Yes         Yes

         Yes         Yes

* Refer to the requirements relating to heteroplasmy and 

homoplasmy at paragraph 2.5 and 7.1 of the Explanatory Note.

In determining whether there is a particular risk, consider:

• The guidance on particular risk, set out in the Mitochondrial Donation 

Explanatory Note.

• All evidence provided by the clinic as to the particular risk.

• Any evidence submitted by the Executive or the expert reviewer.

PARTICULAR RISK

Is there a particular risk that any egg extracted from 
the ovaries of the named woman may have 

mitochondrial abnormalities caused by mitochondrial 
DNA? Reg 5(a)(i)

In determining whether there is a particular risk, consider:

• The guidance on particular risk, set out in the Mitochondrial Donation 

Explanatory Note.

• All evidence provided by the clinic as to the particular risk.

• Any evidence submitted by the Executive or the expert reviewer.

PARTICULAR RISK

Is there a particular risk that any egg extracted from 
the ovaries of the named woman may have 

mitochondrial abnormalities caused by mitochondrial 
DNA? Reg 5(a)(i)

In determining significance and seriousness, consider:

• The guidance on significance and seriousness 

set out in the Mitochondrial Donation Explanatory 

Note

• All evidence provided by the clinic as to 

significance and seriousness. 

• Any evidence submitted by the Executive and 

expert reviewer.

SIGNIFICANCE & SERIOUSNESS

Is there a significant risk that a 
person with those abnormalities 

will have or develop serious mitochondrial 
disease?

Reg 5(a)(ii)

In determining significance and seriousness, consider:

• The guidance on significance and seriousness 

set out in the Mitochondrial Donation Explanatory 

Note

• All evidence provided by the clinic as to 

significance and seriousness. 

• Any evidence submitted by the Executive and 

expert reviewer.

SIGNIFICANCE & SERIOUSNESS

Is there a significant risk that a 
person with those abnormalities 

will have or develop serious mitochondrial 
disease?

Reg 5(a)(ii)

Would the use of PGT-M be considered 
inappropriate or unlikely to be successful in this 
patient’s case? In reaching a view, the following 
should be considered:

• Any evidence submitted by the clinic which 
supports its view, or the view of PGT-M 
practitioners it has consulted, that PGT-M is not 
appropriate or is unlikely to be successful for this 
patient.

• Any evidence as to the suitability or likelihood 
of success of PGT-M for this patient which has 
been submitted by the Executive and/or the 
independent expert reviewer. * 

• The guidance on patient selection criteria, in the 
Mitochondrial Donation Explanatory Note.

PATIENT SELECTION 

CRITERIA

Would the use of PGT-M be considered 
inappropriate or unlikely to be successful in this 
patient’s case? In reaching a view, the following 
should be considered:

• Any evidence submitted by the clinic which 
supports its view, or the view of PGT-M 
practitioners it has consulted, that PGT-M is not 
appropriate or is unlikely to be successful for this 
patient.

• Any evidence as to the suitability or likelihood 
of success of PGT-M for this patient which has 
been submitted by the Executive and/or the 
independent expert reviewer. * 

• The guidance on patient selection criteria, in the 
Mitochondrial Donation Explanatory Note.

PATIENT SELECTION 

CRITERIA

           No           No
           No           No

           No           No

           No           No



STATUTORY APPROVALS COMMITTEE: 
AUTHORISATION - MITOCHONDRIAL DONATION USING PRONUCLEAR TRANSFER (PNT) 

REFUSE 
APPLICATION 

with reasons
OR

ADJOURN
and seek further 

information

ISSUE DETERMINATION:

Authorisation is conditional on the embryo 

subsequently being created by the fertilisation of an egg 

extracted from the named woman (Reg 8(b))

This point must be included in the minutes.

Does the report confirm that the following 

administrative requirements have been met?

• Has the process of pronuclear transfer been 

specified by the clinic in the application?

• Is the applicant centre licensed to carry out 

mitochondrial donation by PNT, ie, has express 

provision been made on the licence?

• Are one or more authorised embryologists named 

on the licence, and if so, is there confirmation that 

only they will be carrying out the proposed PNT in 

this case?

ADMINISTRATIVE 

REQUIREMENTS

(Confirmation should be found in report summary)

Does the report confirm that the following 

administrative requirements have been met?

• Has the process of pronuclear transfer been 

specified by the clinic in the application?

• Is the applicant centre licensed to carry out 

mitochondrial donation by PNT, ie, has express 

provision been made on the licence?

• Are one or more authorised embryologists named 

on the licence, and if so, is there confirmation that 

only they will be carrying out the proposed PNT in 

this case?

ADMINISTRATIVE 

REQUIREMENTS

(Confirmation should be found in report summary)

 HAVE YOU 

EXPLAINED >>>

Determination yes/no

Reason re. risk and seriousness

Process to be used (PNT)

Any redaction necessary

to ensure patient

confidentiality?

         Yes         Yes
         Yes         Yes

         Yes         Yes

         Yes         Yes

* Refer to the requirements relating to heteroplasmy and 

homoplasmy at paragraph 2.5 and 7.1 of the Explanatory Note.

In determining whether there is a particular risk, consider:

• The guidance on particular risk, set out in the Mitochondrial Donation 

Explanatory Note.

• All evidence provided by the clinic as to the particular risk.

• Any evidence submitted by the Executive or the expert reviewer.

PARTICULAR RISK

Is there a particular risk that the embryo which is created 
by the fertilisation of an egg extracted from 

the ovaries of the named woman may have mitochondrial 
abnormalities caused by mitochondrial DNA? 

Reg 8(a)(i)

In determining whether there is a particular risk, consider:

• The guidance on particular risk, set out in the Mitochondrial Donation 

Explanatory Note.

• All evidence provided by the clinic as to the particular risk.

• Any evidence submitted by the Executive or the expert reviewer.

PARTICULAR RISK

Is there a particular risk that the embryo which is created 
by the fertilisation of an egg extracted from 

the ovaries of the named woman may have mitochondrial 
abnormalities caused by mitochondrial DNA? 

Reg 8(a)(i)

In determining significance and seriousness, consider:

• The guidance on significance and seriousness 

set out in the Mitochondrial Donation Explanatory 

Note

• All evidence provided by the clinic as to 

significance and seriousness. 

• Any evidence submitted by the Executive and 

expert reviewer.

SIGNIFICANCE & SERIOUSNESS

Is there a significant risk that a 
person with those abnormalities will have 

or develop serious mitochondrial disease?
Reg 8(a)(ii)

In determining significance and seriousness, consider:

• The guidance on significance and seriousness 

set out in the Mitochondrial Donation Explanatory 

Note

• All evidence provided by the clinic as to 

significance and seriousness. 

• Any evidence submitted by the Executive and 

expert reviewer.

SIGNIFICANCE & SERIOUSNESS

Is there a significant risk that a 
person with those abnormalities will have 

or develop serious mitochondrial disease?
Reg 8(a)(ii)

Would the use of PGT-M in this case be considered 
inappropriate or unlikely to be successful in this 
patient’s case? In reaching a view, the following 
should be considered:

• Any evidence submitted by the clinic which 
supports its view, or the view of PGT-M 
practitioners it has consulted, that PGT-M is not 
appropriate or is unlikely to be successful for this 
patient.

• Any evidence as to the suitability or likelihood 
of success of PGT-M for this patient which has 
been submitted by the Executive and/or the 
independent expert reviewer. *

• The guidance on patient selection criteria, in the 
Mitochondrial Donation Explanatory Note.

PATIENT SELECTION 

CRITERIA

Would the use of PGT-M in this case be considered 
inappropriate or unlikely to be successful in this 
patient’s case? In reaching a view, the following 
should be considered:

• Any evidence submitted by the clinic which 
supports its view, or the view of PGT-M 
practitioners it has consulted, that PGT-M is not 
appropriate or is unlikely to be successful for this 
patient.

• Any evidence as to the suitability or likelihood 
of success of PGT-M for this patient which has 
been submitted by the Executive and/or the 
independent expert reviewer. *

• The guidance on patient selection criteria, in the 
Mitochondrial Donation Explanatory Note.

PATIENT SELECTION 

CRITERIA

           No           No
           No           No

           No           No

           No           No

















    No

GB SPECIAL DIRECTIONS FOR IMPORT/EXPORT – from 1 Jul 2021 onwards

Import/Export 
cannot take place.

(Give reasons.)

 HAVE YOU 
EXPLAINED >>>

Decision to issue SDs 
or not. 

Reasons for not agreeing 
with any Executive 
recommendation

No 
Special 

Direction 
required

• Can the requirements of GD0006v9 
(GB) Sch 2 para 1 (a-i) and para 2 of 
all be met?

EXPORT

Yes

GRANT SDs and 
modify S12-14 as necessary 

to permit the import/export but 
to reflect relevant GD0006v9 

(GB) schedule as closely 
as possible.

(Give reasons.)

        Yes

• Is the importing tissue establishment in possession 
of a certificate issued under Section 24 (4AD) and, 
other than in the case of one-off imports*, does 
the certificate name the third country supplier and 
does it list the tissue type (ie, gametes or embryos) 
as applicable to this particular application? And...

• In the case of a one-off import, can the 
requirements of GD0006v9 (GB) Sch 1 para 3(a-j), 
4, 5 (a-e), 6(a-c) and 7(a-d) be met?

• In the case of imports that are not one-offs, can 
the requirements of GD0006v9 (GB) Sch 1 para 3(a-
j), 4, 5(a-e) and 7(a-d) be met?

IMPORT

No

Import Export
  

IS THE APPLICATION FOR IMPORT OR EXPORT?

Import Export
  

IS THE APPLICATION FOR IMPORT OR EXPORT?

• Is the Committee prepared to vary the General Directions to address problems with meeting the 
requirements?

REQUIREMENTS NOT MET

                 No                                Yes

• Is the Committee prepared to vary the General Directions to address problems with meeting the 
requirements?

REQUIREMENTS NOT MET

                 No                                Yes

* Defined as:
Gametes or embryos imported for 
the purposes of providing services 
to a particular person or persons on 
one occasion only. See Section 24 
(4AE) of the 1990 HFE Act.

Factors to consider:
Where refusal to vary might interfere with an individual’s/a couple’s human  rights,  

in particular Articles 8 (the right to family life) and 12 (the right to marry and found a 
family), interference must be justified and fulfil a pressing social need, pursue a 

legitimate aim and be proportionate and  non-discriminatory.



    No

NI - SPECIAL DIRECTIONS FOR IMPORT/EXPORT – 1 Jan 2021 onwards

Import/Export 
cannot take place.

(Give reasons.)

 HAVE YOU 
EXPLAINED >>>

Decision to issue SDs 
or not. 

Reasons for not agreeing 
with any Executive 
recommendation

No 
Special Direction 

required

• Can the requirements of GD0006v1 
(NI) Sch 4 para 1 (a-i) and para 2 all 
be met?

EXPORT

Yes

GRANT SDs and 
modify S12-14 as necessary 

to permit the import/export but to reflect 
relevant GD0006 schedule as closely 

as possible.
(Give reasons.)

        Yes

• Is the importing tissue establishment in possession 
of a certificate issued under Section 24 (4AD) and, 
other than in the case of one-off imports*, does 
the certificate name the third country supplier and 
does it list the tissue type (ie, gametes or embryos) 
as applicable to this particular application? And...

• In the case of a one-off import, can the 
requirements of GD0006v1 (NI) Sch 2 para 3 (a-j), 
4, 5 (a-e), 6(a-c) and 7(a-d) be met?

• In the case of imports that are not one-offs, can 
the requirements of GD0006v1 (NI) Sch 2 para 3(a-
j), 4, 5(a-e) and 7(a-d) be met?

IMPORT

No

 Cannot 
import from or 

export 
to it

        Yes

• Can the requirements of GD0006v1 (NI) Sch 
1 para 1 (a–g) and para 2 all be met?

IMPORT

No

 If Import

If Export

        No

• Is the non-UK centre accredited, 
designated, authorised or licensed by 
the country’s Competent Authority 
under the EUTD?

COMPETENT AUTHORITY

Yes         No

• Is the non-UK centre accredited, 
designated, authorised or licensed by 
the country’s Competent Authority 
under the EUTD?

COMPETENT AUTHORITY

Yes

No 
Special Direction 

required

        No       Yes

LOCATION OF NON-UK CENTRE

        No       Yes

LOCATION OF NON-UK CENTRE

• Is the non-UK centre in the EEA?

        No       Yes

LOCATION OF NON-UK CENTRE

• Is the non-UK centre in the EEA?

• Is the Committee prepared to vary the General Directions to address problems with meeting the requirements?

REQUIREMENTS NOT MET

                 No                                Yes

• Is the Committee prepared to vary the General Directions to address problems with meeting the requirements?

REQUIREMENTS NOT MET

                 No                                Yes

* Defined as:
Gametes or embryos 
imported for the purposes of 
providing services to a 
particular person or persons 
on one occasion only. See 
Section 24 (4AE) of the 1990 
HFE Act.

           Export 

IS THIS APPLICATION TO 
IMPORT OR EXPORT?

Import

NB: If this is an import to NI from GB, a separate decision tree applies.

Factors to consider:
Where refusal to vary might interfere with an individual’s/a couple’s human rights, in particular Articles 8   
(the right to family life) and 12 (the right to marry and found a family), interference must be justified and 

fulfil a pressing social need, pursue a legitimate aim and be proportionate and                                                           
non-discriminatory.



NI - SPECIAL DIRECTIONS FOR IMPORT FROM GB – 1 Jan 2021 onwards

Import/Export 
cannot take place.

(Give reasons.)

 HAVE YOU 
EXPLAINED >>>

Decision to issue SDs 
or not. 

Reasons for not agreeing 
with any Executive 
recommendation

GRANT SDs and 
modify S12-14 as necessary 

to permit the import/export but 
to reflect relevant GD0006 

schedule as closely 
as possible.

(Give reasons.)

        No      Yes

SUPPLYING GB CENTRE

        No      Yes

SUPPLYING GB CENTRE

• Is the supplying centre in GB licensed by the 
HFEA?

        No      Yes

SUPPLYING GB CENTRE

• Is the supplying centre in GB licensed by the 
HFEA?

• Is the Committee prepared to vary the General Directions to address problems with meeting the requirements?

REQUIREMENTS NOT MET

                 No                                Yes

• Is the Committee prepared to vary the General Directions to address problems with meeting the requirements?

REQUIREMENTS NOT MET

                 No                                Yes

* Defined as:
Gametes or embryos imported for the purposes of providing services 
to a particular person or persons on one occasion only. See Section 24 
(4AE) of the 1990 HFE Act.

 Cannot 
import from or 

export 
to it

        Yes

• Is the importing tissue establishment in possession of an ITE certificate issued by the HFEA under Section 24 
(4AD), and other than in the case of one-off imports* does the certificate name the centre in GB, and list the 
tissue type (gametes or embryos) as applicable to this application.

• In the case of a one-off import, can the requirements of GD0006v1 (NI) Schedule 3 para 3(a-h), 4, 5 (a-e), 6 (a-c) 
and 7 (a-c) be met?

• For all other imports, can the requirements of GD0006v1 (NI) Schedule 3 para 3(a-h), 4, 5 (a-e), and 7(a-c) be 
met?

IMPORT

No
No 

Special Direction 
required

Factors to consider:
Where refusal to vary might interfere with an individual’s/a couple’s human rights, in particular Articles 8   
(the right to family life) and 12 (the right to marry and found a family), interference must be justified and 

fulfil a pressing social need, pursue a legitimate aim and be proportionate and                                                           
non-discriminatory.



PTT Decisions – made under paragraph 1ZA (1) (d) of the HFE Act

REFUSE 
AUTHORISATION 

– with reasons
OR

ADJOURN
- and seek further 

information

AUTHORISE

 HAVE YOU 
EXPLAINED >>>

Decision to authorise/not.
Reasoning why the condition the 

sibling has got is considered 
serious.

Reasons for not agreeing with 
any Executive 

recommendation

Can the medical condition be 
treated by umbilical cord blood 
stem cells, bone marrow or 
other tissue from the child 
resulting from the embryo?

TREATMENT

  No   Yes

Is the sibling involved the child 
of the people/person whose 
gametes were used to bring 
about the creation of the 
embryo?

SIBLING/EMBRYO 

  No   Yes

Is the sibling involved the child 
of the people/person whose 
gametes were used to bring 
about the creation of the 
embryo?

SIBLING/EMBRYO 

  No   YesNo Yes 

ADMINISTRATIVE 
REQUIREMENTS

• Has it been confirmed that the condition involved in 
the proposed PTT (preimplantation tissue typing) is 
on the list of approved PGT-M conditions? 

No Yes 

ADMINISTRATIVE 
REQUIREMENTS

• Has it been confirmed that the condition involved in 
the proposed PTT (preimplantation tissue typing) is 
on the list of approved PGT-M conditions? 

Would testing be for the following purpose?

• S1 Z A (d) – Establishing whether the tissue 
of any resulting child would be compatible 
with that of the sibling.

PURPOSE OF PTT

No Yes

Would testing be for the following purpose?

• S1 Z A (d) – Establishing whether the tissue 
of any resulting child would be compatible 
with that of the sibling.

PURPOSE OF PTT

No Yes

ELP starting point: SAC starting point:

As set out in the PGT-M Explanatory Note, relevant factors could be:

• Effect of the condition on quality of life – this will include any 
evidence about the speed of degeneration in progressive 
disorders and the extent of any physical and/or intellectual 
impairment.

• Symptoms and prognosis – what symptoms are present and what 
is the prognosis for the specific affected sibling? Are the current 
symptoms and/or those reflected in the prognosis, fatal, life-
threatening or life limiting? 

• Whether the condition is treatable other than by umbilical cord 
blood stem cells, bone marrow or other tissue.

• What type of treatment is available (for those conditions that 
can be treated) – what is the extent of treatment available? How 
invasive is the treatment, or likely treatment?

SERIOUS MEDICAL CONDITION

No Yes

Does the sibling suffer from a serious                      
medical condition? 

(Give reasons why the condition is 
considered serious.)
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