Section three

Checklists and frameworks

This section of the Handbook contains some practical
resources to help PCTs, SCGs, clinical networks and Provider
Trusts to put appropriate systems and processes in place
consistent with the DH guiding principles for decision-making
outlined in Section 1.3 of the Handbook.

Taken together, these resources can help the development of
whole system decision-making. The high-level indicators in
Section 3.1 can be used in conjunction with the diagnostic
tool on the NPC website as a starting point to develop

a baseline for the system as a whole. The more detailed
checklists and flowcharts in Sections 3.2-3.5 can be used to
review key components of the system.

Each of the resources in this section can be downloaded
separately from the NPC website.

This section contains:
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DH guiding principles checklist for
all decision-making or advisory
committees/groups

Framework to help identify medicines/
treatments for collaborative commissioning

IFR triage tool for Provider Trusts
and clinicians

IFR policy health check
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3.1 Indicators for whole system decision-making

The NHS Constitution outlines the need for PCTs, their SCGs
and clinical networks along with Provider Trusts to make local
decisions about the funding of medicines and treatments
rationally, following a proper consideration of the evidence.
The DH has published guiding principles, to help improve local
decision-making processes and to reassure patients that there
will be a common, overarching framework within which such
decisions should be made.

Due to local care configurations, PCTs are likely to use a range
of different structures to develop policy, and make decisions
about medicines and treatments. PCTs, with cooperation
from Provider Trusts and other stakeholders, need to develop
some indicators against which they can evaluate their whole

system decision-making. As a starting point, included below
are some examples of high-level indicators, based on key
aspects of the DH guiding principles for local decision-making
(Section 1.3) and the key steps in this Handbook (Section 2).

The indicators need to be refined for local use in order for
them to be a meaningful tool to evaluate progress toward
whole system decision-making. This will involve an initial
baseline assessment of current practice and a clear view of
how the system is developing in order to evaluate progress.
These indicators can be used in conjunction with the
diagnostic tool which helps PCTs to evaluate their current
performance in some of these areas.

-
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Scope
(Supports the SCOPE of the DH guiding
principles)

Do you have documentation describing how decision-making processes are linked into
the PCT WCC assurance process?

Effectiveness of horizon scanning
(Supports the SCOPE of the DH guiding
principles)

Did you proactively horizon scan to identify new medicines and treatments?

How many unexpected ‘in-year’ funding requests did you have for new medicines or
treatments? Could these have been predicted?

Triage to relevant groups
(In support of DH guiding principle 3)

How were decisions separated into those for the whole population of the PCT and
those dealing with individual patients?

Collaboration
(In support of DH guiding principle 3)

How many commissioning policies were developed/decisions taken on a supra PCT
(collaborative) level? Is this in line with expectations?

Speed of decisions
(In support of DH guiding principle 5 )

How many (what percentage of) commissioning policies took longer to develop than
agreed timescales? Where delays occurred, what caused them?

How many (what percentage of) IFRs were not decided within agreed timescales?
Where delays occurred, what caused them?

Engagement and communication
(In support of DH guiding principles 7 and 8)

Have reasonable steps been taken to engage with the public and patients about local
decision-making processes and the need for prioritisation? How was feedback solicited?
Are all relevant policies and decisions publicly available on the PCT website?

Have you got a communication framework? Has the success of the framework

for decisions/recommendations been evaluated? Can you demonstrate that
commissioners and clinical teams are aware of, and act upon, decisions?

IFR processes
(In support of DH guiding principle 3 and 6))

\.

How many requests for IFRs were submitted? What percentage was appropriate for
consideration through the IFR route?

What percentage of IFR panel decisions was appealed? How many original decisions
were overturned?



http://www.npc.co.uk/policy/local/diagnostic_tool.htm

3.2 DH guiding principles checklist for all
decision-making or advisory committees/groups

The DH guiding principles give a starting point against which decision-making or advisory groups can review their policies and
procedures. The checklist here is based on these principles and should be used by PCTs and the following groups to review the

policies and processes which support their defined functions.

o Priorities Committees or equivalent (see Section 2.3.1)
e APCs or equivalent (see Section 2.3.1)

® SCGs making recommendations about medicines or
treatments (see Section 2.3.2)

® Supra PCT collaborative committees or groups making
recommendations about medicines or treatments (see
Section 2.3.2)

e (Clinical Networks making recommendations about
medicines or treatments

e Provider Trust DTCs or equivalent (see Section 2.3.3)

A separate health check for groups considering IFRs can be found in Section 3.5.

Overall picture (SCOPE of DH guiding principles)

The DH guiding principles have been developed to support
local decision-making about medicines. This includes
decisions on medicines made as part of the development of
the annual operating plan as well as consideration of in-year
service developments and IFRs. The principles are designed
to cover decision-making across primary and secondary

care on all medicines not, or not yet, appraised by NICE. While
these principles are directed at PCTs, they should equally
apply to any collaborative arrangements PCTs may choose

to adopt.

Local decisions about medicines should be made in

the context of, and be consistent with, national policies
including WCC and local priorities, prioritisation processes
and governance frameworks. Decisions should take into
consideration clinical and cost-effectiveness relative to other
interventions commissioned by the PCT for its population, as
well as the available budget.

|___| Is there a clear map of where the group fits in the overall
structure (whole system) for PCT decision-making and
policy development around medicines and treatments?

I:l Is the group clear about the context in which decisions/
recommendations are being made?

I:l Are existing and potential collaborative arrangements
understood by the relevant Boards and the individual
decision-making/advisory groups?

Governance and accountability

(DH guiding principle 1)

PCTs should: Establish decision-making groups, with a clearly
designated focus of accountability, which include a locally
defined mix of members with the appropriate range of skills.

I:l Has the relevant Board formally agreed the remit of
the group? Is there clarity about the status of decisions
made, i.e. is the group decision-making or advisory?

I:l Is the authority and accountability for decision-making
clearly defined and fully communicated?

I:l If the group has delegated authority, is it operating
within the PCTs governance framework?

|:| Does the group have a clearly designated remit, lines of
accountability and governance arrangements? Does the
group have clear terms of reference?

|:| Does the membership of the group appropriately
reflect the decisions it is being asked to take? Is there an
appropriate mix of clinical and managerial professionals?

I:l Do members have the appropriate range of skills? Is
there access to adequate ongoing training and resources
to support the committees’ work? Do members have
designated time?

|:| If necessary, how are additional specialist skills accessed?

I:l Is there a defined quorum? How is decision-making
formalised (e.g. voting for consensus)?
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I:l Does the group have a policy which defines conflicts criteria_ f!’r dec_isi(_m-making
of interest, how to declare them and what happens if (DH guiding principle 3)
interests are not declared? Is this open to public scrutiny? PCTs should: Define clearly, and then consistently apply,

standard criteria for decision-making. Decisions should be
based on the best available evidence, take into account
the appropriate ethical frameworks and comply with
statutory requirements.

I:l Are governance arrangements and resources in place
to support audit of the group’s activities, both in
terms of internal functions and outcomes of
decisions/recommendations?

I:l Does the decision-making group have a set of defined
criteria to be considered in decision making? Are these

Procedures (DH guiding principle 2) publicly available?
PCTs should: Establish a set of robust decision- I:l How are ethical considerations incorporated into
making procedures which, where appropriate, allow decision making?
recommendations to be developed through collaboration
across PCTs. I:l Are there policies on other potential influencing factors;
for example, innovation, precedents, weak/insufficient/
|:| Does the group have a set of standard procedures? conflicting evidence?
Would they enable a group of competent people
to make the best decision, based on the available I:I Does the group have access to the best available
information at that time? evidence? How is the evidence base for decisions

identified, accessed and used?
I:l What provision is there for identifying and meeting the
training and development needs of group members?

I:l Have decision-making procedures been agreed by the Documentation (DH guiding principle 4)

relevant Board(s)? PCTs should: Document thoroughly the application
of decision-making procedures and the rationale for
|:| Are there resources to support/commission the each decision.
activities which underpin effective decision-making;
for example, horizon scanning, evidence appraisal? Do I:l Does the group have publicly available and accessible
these activities have procedures and policies in place? documentation which describes how decisions are
made?
I:l How are agendas set? What does the group consider?
Is there provision for proactive and reactive agenda I:l Are decisions minuted with clear rationale, decision
items? points and action required?

Is the validity and relevance of the clinical evidence
base clearly documented?

[]

Does the group accept submissions, how are they
structured, who can submit?

Are there standard templates for agendas, minutes,
submissions (with supporting notes)?

[]

Are there procedures for re-visiting decisions based on
subsequent evidence; for example, where treatment
outcomes are poor, or new clinical trials emerge? How is

this hiahlighted? Is the minimum documentation for urgent requests
is highlighted?

defined?

|:| Are there procedures to manage urgent requests clearly
linked to other groups where appropriate?

I

Is there a record of how decision-making procedures
were applied, and the rationale for each decision which
can be reviewed and/or audited?

31




TIMELINESS (DH guiding principle 5)

PCTs should: Make decisions in a reasonable and practical
timeframe, but without compromising the minimum process
requirements, even when requests are urgent.

I:l Does the group have a policy which defines
timely decision-making and communication of
outcomes? Does this vary depending on the nature
of the decisions?

I:l Where, due to unusual or unexpected circumstances,
defined timeframes are unlikely to be achievable, is this
explained to the relevant stakeholders and a realistic
timeframe proposed?

IFR APPEALS PROCESS (DH guiding principle 6)

PCTs should: Establish an appeals process for decisions made
on individual funding requests, including clearly defined
grounds for appeal, independent of the original process and
open to patients and their clinicians.

See IFR policy health check, Section 3.5 for detailed guidance.

ENGAGEMENT (DH guiding principle 7)

PCTs should: Take reasonable steps to engage with
stakeholders including the wider NHS, patients and the
public to help increase understanding of local priority setting
about medicines.

I:l How does the group engage with stakeholders about
prioritisation, the different decision-making processes
and how they can best provide input?

|:| How does the group engage with wider stakeholder
groups including, for example, local authorities and the
pharmaceutical industry?

I:l How are patients and the public involved in the
development of decision-making processes?

COMMUNICATION (DH guiding principle 8)

PCTs should: Communicate clearly with stakeholders
including the wider NHS, patients and the public.
Communication should include the processes, decisions
and the rationale for decisions, while maintaining
appropriate confidentiality.

I:l Is the remit of the group and how it functions well
understood by Provider Trusts and clinicians likely to be
using it to request medicines and treatments for their
patients? How is this evaluated?

I:l Is there a framework for the timely and effective
dissemination of decisions; for example, detailing
method, frequency, format and recipients?

I:l Is responsibility assigned for communicating decisions
(including where appropriate to patients, the NHS
community and the public)?

I:l Is communication in a style and format that is
appropriate to the target audience? How is this
evaluated?

IMPLEMENTATION AND PROCESS IMPROVEMENT
(DH guiding principle 9)

PCTs should: Establish assurance processes to monitor

the application and performance of decision-making
arrangements and to enable learning to be incorporated into
future process improvements.

I:l Is there a clear process for ensuring funding
decisions are incorporated into contracting and
procurement procedures?

I:l Is there a framework for the implementation and
monitoring of decisions? Does the group assign
responsibility for implementation and/or monitoring?

How does the group monitor decisions to ensure that
criteria for decision-making are being consistently
applied? What is the feedback mechanism?

How are decisions/policy kept up-to-date as new
evidence emerges?

Is there an assurance process to monitor the
effectiveness of the committee and to enable learning
to be incorporated into future process improvements?

I I B e I

Does the group have performance indicators? How are
these developed and reviewed?
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3.3 Framework to help identify medicines/
treatments for collaborative commissioning

As highlighted in Section 2.3.3 PCTs with a committee for appropriate to collaborate. An example of a framework which
collaborative commissioning need to develop a framework can be used as a starting point for discussions is given below.
to help identify for which medicines or treatments it may be

The framework proposes three steps:

1. Define triggers. Identify criteria that are likely to trigger collaboration (see below). The triggers in themselves may not be
enough to indicate that collaborative commissioning is appropriate.

Examples of triggers for possible supra PCT collaboration:

e A number of PCTs are likely to require a policy for the same medicine or treatment
e A medicine/treatment is high cost or high risk

e The evidence base for the medicine/treatment is equivocal and there is a higher risk of neighbouring
PCTs making different decisions

e There is uncertainty about the medicine’s/treatment’s cost-effectiveness

e Medicine/treatment is highly specialised and no PCT could reasonably be expected to have the full range of
expertise to make a decision

e The medicine/treatment is likely to significantly change the ways that services are configured for
patients across multiple PCTs

® PCTs (where they share information) have received multiple IFRs for the same medicine or treatment

® Medicines coming onto the market where PCTs and providers want to develop an early policy decision

e Other specific medicines-related factors; for example, pricing differentials between licensed and unlicensed
medicines, off-license indications
e Other specific provider issues; for example, the need to designate providers
\ V.

2. ldentify the advantages and disadvantages of collaboration for this medicine or treatment.

3. Make an assessment of relative impact by identifying the benefits associated with collaboration compared with
commissioning individually. Steps 2 and 3 are summarised in Figure four.

Figure four: Summary of steps 2 & 3

4 N
4 "\ Factors which may shift the balance (rank low, medium or high) /~ N\
Advantages o Disadvantages
@ Clinical factors
e Consistent access for patients @ Financial factors ® Decision distanced from
® Avoids duplication of effort ® Reputational factors the budget holder

o Clarity for providers ® Bypasses PCT prioritisation

® May be sub optimal
decision for some PCTs

. J
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3.4 |FR triage tool for Provider
Trusts and clinicians

Itis important that Provider Trusts have the processes in be taken without the need for inappropriate reactive IFRs.
place to enable clinicians and managers to identify clearly This may be facilitated by using a‘hub’approach within a

the most appropriate route that decisions about the funding Provider Trust to ensure that only appropriate IFR requests are
of medicines or treatments need to take. Greater clarity for submitted to PCTs (see Section 2.3.3). A generic triage tool is
clinicians should help ensure that proactive decisions can outlined in Figure five.

Figure five: Generic IFR triage tool

Is the funding of this medicine or treatment already included
in Provider Trust funding streams?

Provider Trust manages request (see Section 2.3.3)

Do the PCT and Provider Trust have existing contracts and/or Fund through existing arrangements
policies that cover the funding of this medicine? with the PCT

Does the PCT have a generic or treatment-specific policy in place
which means that the medicine is not routinely funded?

Treatment not funded

Does the patient have clinical Is the patient Refer to IFR

NO c.iifferences which mean that they are representative process (see
likely tcr: bensﬁt from 'Iche treatr:ent of a subgroup Section 2.4
more t a: (t e r;:::r:iz“r;fégze)o of patients? and
response? (see .0. Section 3.5
If no policy or contract exists, is the clinician likely to request YES If a potential service development (see

Definitions), then refer for consideration
via the PCT policy development process
and annual commissioning mechanism
(see Section 2.3).

this medicine for a group, or subgroup of patients?

If appropriate, refer to IFR process (see Section 2.4 and Section 3.5).
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3.5 IFR policy health check

As highlighted throughout the Handbook the majority of
decisions about the funding of medicines and treatments
should be taken on a population basis by PCTs in cooperation
with Provider Trusts and other stakeholders. Only a small
minority of decisions should be considered on an individual
patient basis. Itis, however, important that PCTs have a
process in place to manage these requests.

The checklist in this section considers each step in the generic
IFR process illustrated in Figure six. PCTs can use it to review
their own policies and identify areas for development/
consideration. The majority of questions posed in this
checklist should have been considered in the development of
any comprehensive IFR policy.

1 IFR submitted (see also Section 2.4.1)

|:| Do you have a policy and process for IFRs? Does this
include a submission form outlining all the information
normally required to make a decision? Is this available
on the PCT website and on request?

Are the processes and the timelines for communication
with the patient and clinician clearly defined?

Do you have information and guidance for clinicians and
patients explaining when IFRs are appropriate?

Do you have appropriate forms of patient information
explaining the individual funding process; for example,
leaflets in multiple languages or Braille?

Who can submit a request for individual funding; is this
clearly defined? Can the patient submit a request or is a
clinical sponsor required?

Who can clinicians or patients contact for advice in
deciding whether an IFR is appropriate, or for help
completing a submission form?

Who receives IFRs for the PCT? Is there a standard letter
acknowledging receipt and a description of the process?
Are timescales for acknowledging clear?

Who routinely receives correspondence? Do the
requesting clinician and the patient both receive copies
of correspondence?

1 e 0 N O B B

How has the patient’s GP been involved in the process?

2 Triage (see also Section 2.4.2)

I:l Who screens requests initially? What competencies do
they need? How are they trained and supported?

l:l How are existing policies, SLAs and contracts, and
records of previous IFRs (possibly on a supra PCT level)
accessed?

What criteria are used for triage?

How soon are requests triaged after receipt of a request?

(]

Do you have a mechanism for identifying urgent
requests? What are the criteria that differentiate urgent
from non-urgent? Is there a separate procedure for fast
tracking these requests? Does this include minimum
procedural requirements?

What happens if the IFR request is incomplete/more
information is needed? How is this communicated
to the clinician/patient? What happens if requested
information is not received?

[]

I:l Do you have a process for managing requests which
are not appropriate? How is this communicated to the
patient or clinician? To where is the request referred?

|:| If the request is appropriate, do you have a process for
referring it for consideration by the IFR panel?

3 Request considered
(see also Sections 2.4.3 and 2.4.4)

I:l What is the membership of the IFR panel? Does it
accurately reflect the role it is being asked to undertake?

I:l Do you have terms of reference that include
membership of the panel, whether deputies are
permitted, how a quorum is achieved (number and mix),
how decisions are formalised (e.g. voting for consensus)?

I:l Do panel members have a‘job description’? What
training is available for members? How are they
supported? Do you have an induction process for new
members and deputies?

I:l Do you have a decision-making framework? Is it freely
available? Do you have an ethical framework? How
is the evidence base considered; for example, where
evidence is limited? Does the PCT have a definition of

exceptionality?
I:l What is the mechanism for obtaining further input

if necessary; for example, evidence appraisal or
‘expert’advice?
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I:l Do you have a mechanism for recording and minuting
the meeting? Who agrees the minutes? Can they be
clearly understood by those outside the panel; for
example, the appeals panel or the patient?

I:l Do you have processes that maintain the confidentiality
of all participant parties where appropriate?

4 & 5 Funding agreed/not agreed

I:l Do you have a process/procedure for what happens if
funding is agreed/not agreed?

I:l What are the timescales for informing the patient/
clinician?

|:| How is the patient informed about the decision; for
example, does the patient/clinician receive the minutes
of the meeting/a summary letter?

I:l Who contacts the patient and referring clinician? Is this
by letter, telephone, email, or face-to-face? How are they
trained and supported?

I:l Are processes in place to ensure that the decision and
the basis for the decision inform any future decision-
making?

For agreed

I:l What processes are in place to ensure that the patient
receives the treatment in a timely manner?

|:| How is feedback received on the outcome of the
treatment? What processes are in place for stopping
treatment if no benefit is shown?

For not agreed

|:| Is the patient informed about the possibility of appeal?

6 Patient appeals decision
(see also Section 2.4.5)

|:| Do you have a process/procedure for what happens if a
patient appeals a decision? How does the patient lodge
an appeal?

I:l Are timescales for the appeals process clearly defined?

|:| Do you have a mechanism for identifying urgent
requests? What are the criteria that differentiate urgent
from non-urgent? Is there a separate procedure for fast
tracking urgent requests? Does this include minimum
procedural requirements?

I:l Is the role of the appeals panel clearly defined? Do
you specify on what grounds the patient can make an
appeal? Do you specify what the appeals panel does not
consider? Are these criteria freely available?

I:l Do you have an organisational framework that specifies
where the panel’s authority sits?

|:| What is the membership of the appeals panel? Does it
accurately reflect the role it is being asked to undertake?
Is it independent of the IFR panel?

l:l Do you have terms of reference that include the
membership of the appeals panel, whether deputies are
permitted, how a quorum is achieved (number and mix),
how decisions are formalised (e.g. voting for consensus)?

I:l Do panel members have a‘job description? What
training is available for members? How are they
supported? Do you have an induction process for new
members and deputies?

I:l How is the appeal process open, giving the patient
and/or their clinician opportunity to input? How are
patients and panel members supported? Do you have
a mechanism for recording and minuting the appeals
panel meeting? Who agrees the minutes?

I:l Do you have processes that ensure confidentiality of all
participant parties, where appropriate?

7 & 8 Original PCT decision overturned/upheld

I:l Do you have a clear process in place for what happens if
the PCT decision is either overturned or upheld?

I:l What are the timescales for informing the patient/
clinician?

I:l Who contacts the patient and referring clinician? Is this
by letter, telephone, email, or face-to-face? How are
individuals trained and supported?

I:l How is the patient informed about the decision; for
example, does the patient/clinician receive the minutes
of the meeting/a summary letter?

I:l How does the decision feed back to the IFR panel so that
lessons can be learnt?

For decision upheld

I:l Is the patient informed about what their next
options are?
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Figure six: Generic IFR process

Feedback loop

1 IFR Submitted

Triage process.
Refer to panel?

Document how the request
was managed

3 Request considered
(by IFR panel)

Communicate decision and
authorise treatment

Is funding agreed?
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6 Patient/clinician appeals decision

Decision communicated. The
8 patient may still use the NHS
complaints procedure

Appeal upheld?
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7 Decision communicated.
Feedback loop

Appropriate action taken






