Human Fertilisation and Embryology Authority
(“The Authority”)

Protocol for the conduct of meetings of the Licence Committee and
Research Licence Committee

This Protocol is made by the Authority in accordance with its powers under
paragraph 9 of Schedule 1 to the Human Fertilisation and Embryology Act
1990 (as amended) (“the Act”)to regulate its own proceedings; its duty as a
public body to comply with the Human Rights Act 1998 ; its common law
duties and powers to ensure fairness in its procedures; and its duties under
paragraph 8.4 of the Statutory Code of Practice for Regulators to enforce in a
transparent manner, and to be transparent in the way in which it applies and
determines penalties.

This Protocol aims to ensure fairness and consistency in the proceedings
before the Authority’s Licence and Research Licence Committees and should
be followed save where fairness requires otherwise.

The Licence and Research Licence Committees shall retain the power and
duty to take such action, (provided always that any action is consistent with
the requirements of the Act) as they consider appropriate and necessary to
ensure fairness in a particular matter.

This Protocol was approved by the Authority on 9" September 2009 and
adopted by the Chairs of the Authority’s Licence and Research Licence
Committees on the same date. This Protocol was subsequently amended by
the Authority and Committees on 20™ January 2010.

1. Composition and function of Committees

1.1  The Authority shall maintain a Licence Committee and a Research
Licence Committee.

1.2  The function of the Licence and Research Licence Committees is to:-

a) perform the Authority’s licensing functions under the Act in
accordance with the delegated powers specified in the
Authority’s  Standing Orders; and

b) promote compliance with the requirements of the Act and the
Code of Practice issued by the Authority.

1.3  Applications for research licences shall normally be considered by the
Research Licence Committee.
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1.4

15

1.6

1.7

1.8.

1.9

1.10

1.11

1.12

In making their decisions, the Licence and Research Licence
Committees shall have regard to policies approved by the Authority,
and where relevant, to the Indicative Applications and Indicative
Sanctions Guidance.

Save where a Licence or Research Licence Committee is considering
representations in accordance with Section 19 of the Act, it shall
consider matters on the papers at a meeting in accordance with the
provisions of this Protocol.

Where a Licence or Research Licence Committee is considering
representations made under section 19(4) of the Act, it shall follow the
procedure set out in the Human Fertilisation and Embryology
(Procedure for Revocation, Variation or Refusal of Licences)
Regulations 2009 (as amended).

The Licence Committee and Research Licence Committee shall each
consist of seven members (including a Chair and deputy Chair),
appointed by the Chair of the Authority from amongst the members of
the Authority. In the absence of the Chair of the Committee, the Deputy
Chair or other person nominated by the Chair of the Authority may act
as Chair of the Committee.

The quorum for a meeting of the Licence Committee or Research
Licence Committee shall be three.

No member of a Licence Committee or Research Licence Committee
present at a meeting shall abstain from voting.

Decisions of a Licence Committee or Research Licence Committee
shall be taken by simple majority (and the Chair of a Committee shall
not have a casting vote).

Where there is a tied vote:-

a) in the case of an application for a licence, that application shall
not be granted,

b) in the case of a proposal to impose non standard conditions on a
licence, or to vary, suspend or revoke a licence, that proposal
shall not succeed; and

C) in any other case, the motion under consideration by the Licence
Committee or Research Licence Committee shall not be passed.

Members of the Licence Committee and Research Licence Committee
shall attend regular training and update sessions on human rights and
regulatory law, and matters relating to the provision of fertility
treatment.
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2. Advisers to Committees

2.1 Alegal adviser shall be present at every meeting of the Licence
Committee or Research Licence Committee.

2.2 Where the Chair of the Licence Committee or Research Licence
Committee considers it appropriate, a clinical, scientific or specialist
adviser may be present at a meeting or hearing of that Committee.

2.3 The function of an adviser to a Committee shall be to—

a) advise that Committee on any areas within the adviser’s
expertise; and

b) intervene to advise that Committee on an issue where it
appears that without an intervention there is the
possibility of an error being made.

2.4.  With the consent of the Chair of the Licence Committee or Research
Licence Committee, an adviser who is present at a meeting of that
Committee may be present during the private deliberations of the
Committee, but the adviser shall not participate in the decision making
of that Committee (and is not entitled to vote).

2.5 The Chair of the Licence Committee or Research Licence Committee
shall ensure that a written record is kept of any advice tendered to the
Committee by an adviser.

2.6 The Chair of the Licence Committee or Research Licence Committee
shall also ensure that a written record is kept of any interventions made
by an adviser during the private deliberations of that Committee.

2.7  The Chair of the Licence Committee or Research Licence Committee
shall ensure that a copy of any advice tendered by an adviser to that
Committee is sent to the parties to the proceedings.

2.8  Where any advice tendered by an adviser to the Licence Committee or
Research Licence Committee is not accepted by that Committee-

a) the Chair of the Committee shall ensure that a written record is
kept of the advice tendered, and the reasons why the Committee
refused to accept that advice; and
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3.

3.1

b) a copy of the record of the advice tendered and the reasons why
the Committee refused to accept that advice should be sent to
the parties to the proceedings.

Secretary to Committees

A secretary shall be present at every meeting of the Licence

Committee and Research Licence Committee.

3.2

to

made

3.3

3.4

4.1

4.2

4.3

The function of the Secretary shall be to make all administrative
arrangements necessary for the proceedings of the Licence Committee
be effective, and to keep a record of —

(@ the Committee’s decision and of the reasons for such
decision;

(b) any advice tendered by a legal, clinical, scientific or specialist
adviser (and any interventions made by them when they are
present during the private deliberations of the committee); and

(c) any declarations of interest (or potential conflicts of interest)
by a member of the Committee during the proceedings.

The Secretary shall not participate in the decision making of the
committee (and is not entitled to vote).

At the conclusion of every meeting of the Licence Committee or
Research Licence Committee, the Secretary shall collate feedback
from the Chair and members of the Committee on matters that the
Chair considers should be brought to the attention of the Authority’s
Compliance Committee or to the Director of Compliance.

Determination of agenda items

The Compliance Business Support Team shall determine which
matters are to be placed on the agenda of the Licence Committee or
Research Licence Committee.

In determining the agenda for a Committee, the Compliance Business
Support Team shall have regard to the Instrument of Delegation set out
in Annex B to the Authority’s Standing Orders.

Where the Compliance Business Support Team is unsure whether a
mater should be placed on the agenda of a Committee or on the
agenda of the Executive Licensing Panel, the presumption should be
that the matter should be placed on the agenda of the Panel. Where
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5.1.

5.2.

5.3

6.1.

be

f)

g)

h)

necessary, the Compliance Business Support Team should consult the
Chair of the Licence or Research Licence Committee.

Conduct of meeting

The Licence Committee and Research Licence Committee shall
consider matters on the papers.

Subject to paragraph 5.3. only the Chair and members of the
Committee, and the Secretary and advisers to that Committee may be
present at the meeting of the Committee.

Members of the Authority who have been appointed to the Licence
Committee or Research Licence Committee, or members of staff who
have been appointed to the Executive Licensing Panel may attend a
meeting of the Committee as observers, as part of their induction
training. However, such observers shall not take any part in the
discussion or deliberation of the Committee, and are not entitled to
vote.

Documents before Commiittees

At each meeting, the Licence and Research Licence Committee shall
provided with copies of

this Protocol;
relevant edition(s) of the HFEA Code of Practice;
the Human Fertilisation and Embryology Act 1990 (as amended);

the Human Fertilisation and Embryology (Research Purposes)
Regulations 2001 (where relevant);

Direction 0008 (where relevant), and any other relevant Directions
issued by the Authority;

any relevant decision trees approved by the Authority;

guidance for members of the Authority and its committees on the
handling of conflicts of interest approved by the Authority on 21st
January 2009;

indicative applications guidance on the time period for which licences
should be granted approved by the Authority on 9™ September 2009
(where relevant);

indicative sanctions guidance approved by the Authority on 18" March
2009 (where relevant);

HUMAN

FERTILISATION

5 EMBRYOLOGY
AUTHORITY



6.2

)

k)

7.1.

7.2

7.3

7.4

7.5

7.6

licence application (where relevant) and any relevant documentation in
support of the application from the applicant and/or proposed Person
Responsible for the centre to be licensed,

recommendation of the Authority’s Inspector dealing with the matter
and any relevant supporting documentation (normally including three
years worth of a centre’s licensing history and inspection reports as
appropriate, and in the case of applications for a research licence, any
relevant academic literature and advice from the Authority’s Scientific
and Clinical Advances Advisory Committee).

The Licence Committee or Research Licence Committee shall not
normally receive the recommendation of the Authority’s Inspector
dealing with the matter or any relevant supporting documentation from
that Inspector, unless the applicant or person concerned (as
appropriate) has been provided with a reasonable opportunity to
comment on this material beforehand.

Committee papers

The Secretary shall normally send the papers for a meeting of the
Licence Committee or Research Licence Committee to the Chair and
members of that Committee, seven days in advance of the meeting.

Upon receipt of the papers, members of the Committee must identify
any potential conflicts of interest as soon as possible.

Where an actual or potential conflict is identified, members must inform
the Chair of the Committee and the Secretary as soon as possible, and
the procedure set out in the Guidance for members of Authority and
Committees on the handling of conflicts of interest approved by the
Authority on 21st January 2009 shall be followed in deciding whether or
not a conflict exists.

No member of the Licence Committee or Research Licence Committee
shall consider a matter if that member has an actual or potential conflict
of interest in relation to that matter.

Members of the Committee shall read the papers thoroughly in
advance of the meeting and shall refrain from discussing matters to be
considered by the Committee with anyone except the other members of
the Committee, at the Committee meeting.

Members of the Committee shall only discuss Committee business and
the papers to be considered by the Committee when the Committee is
in session.
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8.1

8.2

8.3

8.4

8.5

8.6

8.7

8.8

9.1

Procedure to be followed at the meeting

Before any papers are considered by the Licence Committee or
Research Licence Committee, the Chair of the Committee should

a) check that the Committee is quorate; and
b) ask for declarations of interest from each member.
Any interests declared should be noted and recorded by the Secretary.

Where a potential or actual conflict is identified, the Chair of the
Committee should follow the procedure set out in the Guidance for
Authority and Committee members on Handling Conflicts of Interest
approved by the Authority on 21% January 2009.

Each item on the agenda should be considered separately.

Where the Committee is considering an application to grant or renew a
licence, the Chair should direct the members of the Committee to
consider the requirements of Section 16 of the Act.

In makings its decision, the Committee may be aided by the relevant
decision tree. Each stage of the decision tree should be considered
separately, and in order.

Before the Committee makes its decision, the Chair may adjourn to-
a) seek the advice of a legal, clinical or specialist adviser; and

b) require further information from the applicant or Person
Responsible for the centre to be licensed (as appropriate), or
from the Authority’s Inspector dealing with the matter.

In accordance with section 16(4) of the Act, where the Committee
considers that the information provided with an application is
insufficient to enable it to determine that application, it need not
consider the application until the applicant has provided it with such
further information as the Committee may require.

Decision to be taken by the Committee

Applications to grant (or renew a licence)
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9.11

9.1.2.

9.2

9.21

On each application before it, the Committee must decide:

a) whether the requirements of S16 of the Act have been
satisfied, and if so, whether to grant(renew) the
application in principle (under section 16(5) of the Act, the
actual granting of a licence can only take effect upon
written acknowledgment of licence conditions by the
applicant or (where different) the proposed Person
Responsible);

b) if a licence is to be granted (renewed), whether any
additional conditions should be attached to the licence in
addition to those standard licence conditions which must
be attached in accordance with sections 12-15 of the Act
(under paragraphs 1(2); 1A (2); 2(2); and 3(6) of
Schedule 2 to the Act, the Authority has a general power
to impose conditions on different categories of licence);
and

C) if a licence is to be granted (renewed), the Committee
must decide the period for which that new licence is to be
granted(under paragraphs 1(5); 1A (3); and 2(3) of
Schedule 2 to the Act, licences for treatment, non-medical
fertility services; and storage may be granted for a period
of up to five years. However, under paragraph 3(8) of
Schedule 2 to the Act, licences for research can only be
granted for a period of up to three years).

In determining the period of any licence to be granted (renewed), the
Committee should consider the Indicative Applications Guidance
approved by the Authority.

Particular requirements for applications authorising use of
embryos for training purposes

Before the Committee can grant (or renew) an application for a
treatment licence authorising the use of embryos for training purposes,
it must consider the requirements of paragraphs 1(3) and 1(4A) of
Schedule 2 to the Act. In particular, the Committee must consider
whether the activity is necessary and desirable for the purpose of
providing treatment services; and whether the proposed use of
embryos is necessary for training persons.
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9.2.2 In deciding whether the proposed use of embryos is necessary for
training purposes, the Committee shall have regard to the list of training
purposes approved by the Authority.

9.3 Particular requirements for applications authorising embryo
testing

9.3.1 Before the Licence Committee can grant (or renew) an application
authorising the testing of embryos, it must consider the requirements of
paragraph 1ZA of Schedule 2 to the Act.

9.3.2 Where the application seeks authorisation for the testing of an embryo
in circumstances in which there is a particular risk that an embryo may
have a gene, chromosome or mitochondrion abnormality, the Licence
Committee must consider the requirement of paragraph 1ZA(2) of
Schedule 2 to the Act. In particular, the Licence Committee must be
satisfied that there is 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.

9.4  Particular requirements for applications for research licence

9.4.1 Before the Committee can grant (renew) an application for a
research licence, it must consider the requirements of
Paragraphs 3(5) and 3A (1) of Schedule 2 to the Act.

9.4.2 In particular, the Committee must be satisfied that any proposed
use of embryos or human admixed embryos is (and in the case
of applications for renewal) or remains necessary for the
purposes of the research.

94.3 In addition, the Committee must consider whether the activities
to be authorised by the licence are or remain necessary or
desirable

a) for the listed purposes set out in paragraph 3A (2) or in
Regulations; or

b) for the purpose of providing knowledge that may be
capable of being applied for the purpose of

0] increasing knowledge about serious disease or
other serious medical conditions, or
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10.

10.1

10.2

10.3.

10.4

10.5

10.6

10.7

10.8

(i) developing treatments for serious disease or other
serious medical conditions.

Procedure for adding not standard conditions and for refusal,
variation or revocation of licence

If the Committee is minded to refuse to an application to grant, revoke
or vary a licence, or minded to grant a licence subject to non standard
conditions, it must follow the procedure in section 19(1) of the Act.

If the Committee is minded to vary or revoke a licence, it must follow
the procedure in section 19(2) of the Act.

If the Committee is minded to vary a licence otherwise than in
accordance with the application, it must follow the procedure in section
19(3) of the Act.

In all cases, the Committee must issue a notice. The notice needs to
set out certain information, and therefore the Committee should use the
appropriate template approved by the Authority and enclosed at annex
1.

In addition to issuing the notice, the Committee must give the person to
whom the notice is addressed, an opportunity to make representations
before making its decision. Representations may be oral and written.

Representations shall not be considered by the Committee that issues
the notice. Where a notice has been issued by the Licence Committee,
any representations shall be considered by the Research Licence
Committee and vice-versa. Where a notice has been issued by the
Executive Licensing Panel, representations may be considered by the
Licence Committee or Research Licence Committee.

Where the person to whom the notice has been given indicates that he
wishes to make representations, the Committee hearing those
representations shall consider the matter in accordance with the
provisions of the Human Fertilisation and Embryology Authority
(Procedure for Revocation, Variation or Refusal of a Licence)
Regulations 2009 (as amended).

Where after the expiry of the period of 28 days from the date on which
the notice was served, the person to whom the notice was given has
not responded, or has confirmed that he does not wish to make
representations, the Committee shall resume its consideration of the
matter and shall proceed to make its decision.
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11

11.1

11.2

11.3

11.4

11.5

Reasons for Committee’s decision

The Committee shall give reasons for each decision that it makes.
These reasons must be recorded in the minutes.

The reasons shall set out:-
a) any relevant findings of fact made by the Committee;

b) any matters taken into account by the Committee (including any
advice received from a legal, clinical, scientific or specialist
adviser); and

C) why the Committee reached its decision.

Additionally, in the case of applications to authorise the use of embryos
for training purposes, the reasons must set out why the Committee
considers that the activity is necessary and desirable for the purpose of
providing treatment services; and why the Committee considers that
the proposed use of embryos is necessary for training persons.

Additionally, in the case of applications to authorise embryo testing for
gene, chromosome or mitocondrion abnormalities, the reasons must
set why the Committee is satisfied that there is 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, and why the disability/illness/condition is considered to be
serious.

Additionally, in the case of applications to grant (renew) licences for
research, the reasons must set out why the Committee is satisfied that
any proposed use of embryos or human admixed embryos is or
remains necessary for the purposes of the research, and why the
Committee considers that the activities to be authorised by the licence
are or remain necessary or desirable

a) for the listed purposes set out in paragraph 3A (2) or in
Regulations; or

b) for the purpose of providing knowledge that may be
capable of being applied for the purpose of

0] increasing knowledge about serious disease or
other serious medical conditions, or
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(i) developing treatments for serious disease or other
serious medical conditions.

11.6 The reasons should tell the person concerned in broad terms why the
decision was reached, and may in some circumstances require an
explanation of why a particular argument was rejected.

11.7 Where additional conditions have been proposed, or where the
Committee has issued a Notice of Proposal, the reasons should
indicate why the Committee considers this course of action to be a
proportionate response to any concerns identified from the papers
before it.

11.8 The reasons should refer to the Indicative Applications Guidance and
Indicative Sanctions Guidance where relevant.

12. Postponements and adjournments of meetings

12.1 The Chair may, of his or her own motion, or upon the application of a
party to the proceedings, postpone any meeting of which notice has
been given before such meeting begins.

12.2 The Chair may, of his or her own motion, adjourn the proceedings at
any stage.

12.3 In considering whether or not to grant a request for postponement, or to
adjourn, the Chair of the Committee should, amongst other matters,
have regard to%

a) the public interest in the expeditious disposal of the proceedings;

b) fairness to the parties; and

C) the conduct of the person seeking the postponement or
adjournment.

12.4 Where the proceedings have been postponed or adjourned, the

secretary should, as soon as practicable, notify the parties of the
date and time of the postponed or resumed meeting.
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13. Burden and standard of proof

13.1 The Authority’s inspector dealing with the matter should bear the
burden of establishing that a licence should be revoked, varied
(otherwise than on an application) or that a licence should be
suspended.

13.2 The person to whom the notice under section 19(1) is given should
bear the burden of establishing that a licence should not be refused or
additional conditions should not be imposed.

13.3 Where facts are in dispute, the Licence Committee should consider
whether they have been established in accordance with the civil
standard of proof.

13.4 Where the Committee considers that a finding on disputed facts can
only be made after oral evidence is heard at a hearing, it shall issue a
notice of proposal under Section 19; invite the person to whom the
notice is addressed to make oral representations and hold a hearing in
accordance with the Human Fertilisation and Embryology Act
(Procedure for Revocation, Variation or Refusal of a Licence)
Regulations 2009 (as amended).

14. Evidence at meetings

14.1 The Committee may receive any written or real evidence whether or
not such evidence would be admissible in a civil court of law in England
and Wales, provided that it is satisfied that such evidence is relevant to
the issues on which it has to make a decision, and that it is fair to admit
such evidence.

14.2 The Committee shall have regard to the Code of Practice issued
by the Authority in the circumstances set out in section 25(6) of
the Act.

15. Directions

HUMAN
FERTILISATION
13 EMBRYOLOGY
AUTHORITY



15.1

15.2

16.

16.1

16.2

The Authority has delegated to the Licence Committee and to the
Research Licence Committee the power to issue directions under
sections 24(5A) to (5E) and 24(13) of the Act.

When:-

a) postponing or adjourning the consideration of a matter;

b) refusing, varying, suspending or revoking a licence, or

C) considering evidence of an adverse incident or non compliance
with  the Act, Code of Practice, licence conditions or directions issued
by the Authority,

the Chair should consider whether or not to issue directions under
section 24 of the Act.

Evaluation and report to the Authority

The Chairs of the Licence Committee and Research Licence
Committee shall hold regular periodic meetings for the purpose of
reviewing decisions taken by their respective Committees to ensure
consistency in the decision making processes of the Committees, and
to review reports prepared by the Chair of the Executive Licensing
Panel on the activities of the Panel.

The Chairs of the Licence Committee and Research Licence
Committee shall prepare an annual written report to the Authority
detailing the activities of their Committees. The report shall include a
report on the activities of the Executive Licensing Panel.

ANNEX 1-TEMPLATES FOR NOTICES OF PROPOSAL
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HUMAN FERTILISATION AND EMBRYOLOGY AUTHORITY
NOTICE OF PROPOSAL TO REFUSE A LICENCE

TO: [INSERT NAME], APPLICANT AT [INSERT CENTRE DETAILS]

In accordance with section 19 of the Human Fertilisation and Embryology Act
1990 (as amended) (“the Act”), WE HEREBY GIVE YOU NOTICE that:

on [date], the Licence Committee/Research Licence Committee/Executive
Licensing Panel of the Human Fertilisation and Embryology Authority
considered an application for [insert type of licence applied for] for the
[insert name of centre] and proposes to refuse a licence for this centre, for
the reasons set out in the Schedule attached to this Notice.

A copy of the relevant part of the Act is enclosed for your convenience.

In accordance with section 19(4) of the Act, if you wish to make
representations to a Committee about this proposal, you must give written
notice to the Authority within 28 days commencing from the date of this Notice
which is specified below.

Your Notice must contain the information set out in the Human Fertilisation
and Embryology (Procedure for Revocation, Variation or Refusal of a Licence)
Regulations 2009. A copy of these Regulations is enclosed for your
convenience.

Provided such written notice is given by you within the period specified above,
the Committee will, before making its determination, consider any
representations that you wish to make which may be:

a) oral representations made by you or another acting on your behalf at a
hearing; or

b) written representations made by you.

If you do not give written notice within the period specified above, or if you do
not wish to make representations, the Committee will proceed to make its
determination.

Please inform the Authority by [DATE-28 days from date below] whether you
wish to make representations, and if so, what kind of representations.
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SCHEDULE OF REASONS FOR PROPOSING TO REFUSE LICENCE

[INSERT REASONS BELOW]
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HUMAN FERTILISATION AND EMBRYOLOGY AUTHORITY
NOTICE OF PROPOSAL TO VARY OR REVOKE A LICENCE

TO: [INSERT NAME], PERSON RESPONSIBLE AT [INSERT CENTRE
DETAILS]
[INSERT NAME], LICENCE HOLDER AT [INSERT CENTRE DETAILS]

In accordance with section 19 of the Human Fertilisation and Embryology Act
1990 (as amended) (“the Act”), WE HEREBY GIVE YOU NOTICE that:

on [date], the Licence Committee/Research Licence Committee/Executive
Licensing Panel of the Human Fertilisation and Embryology Authority made a
proposal to vary the licence for the [insert name of centre] by [insert
variation proposals] for the reasons set out in the Schedule attached to this
Notice.

OR

On [date], the Licence Committee/Research Licence Committee/Executive
Licensing Panel of the Human Fertilisation and Embryology Authority made a
proposal to revoke the licence for the [insert name of centre] for the reasons
set out in the Schedule attached to this Notice.

A copy of the relevant part of the Act is enclosed for your convenience.

In accordance with section 19(4) of the Act, if you wish to make
representations to a Committee about this proposal, you must give written
notice to the Authority within 28 days commencing from the date of this Notice
which is specified below.

Your Notice must contain the information set out in the Human Fertilisation
and Embryology (Procedure for Revocation, Variation or Refusal of a Licence)
Regulations 2009. A copy of these Regulations is enclosed for your
convenience.

Provided such written notice is given by you within the period specified above,
the Committee will, before making its determination, consider any
representations that you wish to make which may be:

c) oral representations made by you or another acting on your behalf at a
hearing; or

d) written representations made by you.

If you do not give written notice within the period specified above, or if you do
not wish to make representations, the Committee will proceed to make its
determination.
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Please inform the Authority by [DATE-28 days from date below] whether you
wish to make representations, and if so, what kind of representations.
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SCHEDULE OF REASONS

[INSERT REASONS BELOW]
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HUMAN FERTILISATION AND EMBRYOLOGY AUTHORITY

NOTICE OF PROPOSAL TO GRANT AN APPLICATION FOR A LICENCE
SUBJECT TO A CONDITION IMPOSED UNDER PARAGRAPH 1(2), 1a (2),
2(2) OR 3(6) OF SCHEDULE 2 TO THE HUMAN FERTILISATION AND
EMBRYOLOGY ACT 1990(AS AMENED)

TO: [INSERT NAME], APPLICANT AT [INSERT CENTRE DETAILS]

In accordance with section 19 of the Human Fertilisation and Embryology Act
1990 (as amended) (“the Act”), WE HEREBY GIVE YOU NOTICE that:

on [date], the Licence Committee/Research Licence Committee/Executive
Licensing Panel of the Human Fertilisation and Embryology Authority made a
proposal to grant the application for a licence for the [insert name of centre]
subject to the following condition(s):

[insert conditions here] for the reasons set out in the Schedule attached to
this Notice.

A copy of the relevant part of the Act is enclosed for your convenience.

In accordance with section 19(4) of the Act, if you wish to make
representations to a Committee about this proposal, you must give written
notice to the Authority within 28 days commencing from the date of this Notice
which is specified below.

Your Notice must contain the information set out in the Human Fertilisation
and Embryology (Procedure for Revocation, Variation or Refusal of a Licence)
Regulations 2009. A copy of these Regulations is enclosed for your
convenience.

Provided such written notice is given by you within the period specified above,
the Committee will, before making its determination, consider any
representations that you wish to make which may be:

e) oral representations made by you or another acting on your behalf at a
hearing; or

f) written representations made by you.
If you do not give written notice within the period specified above, or if you do

not wish to make representations, the Committee will proceed to make its
determination.

Please inform the Authority by [DATE-28 days from date below] whether you
wish to make representations, and if so, what kind of representations.
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Chair
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SCHEDULE OF REASONS

[INSERT REASONS BELOW]
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