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Foreword

The Agency for Cargffectiveness (ACE) is the national health technology assessment (HTA) agency in
Singapore residing within thilinistry of Health(MOH) It producesevidencebased evaluations of health
technologies (e.gmedicines vaccinesand medical technologies) to inform funding decisiomg MOH
committeesand publishestechnologyguidancedocumens for public hospital and institutions in Singapore

to promote appropriate useof clinically effective and costffective treatments

Funding deisions for medicines are made by the MOH Drug Advisory Commid#&§ (vhich comprises
senior healthcare professionals and healthcare finance representatives who follow a deliberative framework
which takesnto consideration four core criteria:

A Clinical need of patients and nature of the condition;
A Clinical effectiveness and safety of the technology;

A Costeffectiveness (value for moneg}the incremental benefit and cost of the technology compared
to existng alternatives; and

A Estimated annual drug cost and the number of patients likely to benefit from treatment.

On the basis of the available evidence, the DAC recommerid©H

® whether a medicine should receive government subsidy through inclusitne iStandard Drug
List (SDL) or the Medication Assistance Fund (MsAB)ect to finance approvigand/or

(ii) whether a ancer medicine should biecluded on theCancer Drug LigCDL) and eligible for
claims undeMediShield Life and MediSave.

Figure 1:High level steps for evidence generation and decisimaking for medicines under evaluation

Medicine listed on the Standard Drug List (SDL),
the Medication Assistance Fund (MAF) and/or
the Cancer Drug List (CDL)

ACE evaluates clinical MOH Drug Advisory
and economic Committee (DAC) Financing
evidence in deliberates the evidence approved by
consultation with local and makes a funding MOH

clinical experts O o MOH DAC Guidance is published explaining the

recommendation and conditions of funding

The SDlincludeslow- to moderatecost therapiesessential for the management of common diseases
affecting the majority of patientsThe MARypically includesnoderate to high-costmedicineghat are not

on the SDL but have been assessed to be clinically efficacious and cost effbttidieineslisted on the
MAFare subsidised for specifiodicatiors governed bylinical criteria to ensure appropriate usehereas
medicineson SDLare subsidised for anyegistered indicationsMore information about government
subsidies for medicines available on th&OH website

TheCancer Drug Li¢EDL putlinesall cancer drugs antheir clinical indications that are claimable under
MediShield Life and Megave The list also indicatéle corresponding claim limits for each drug. Generally,
only cancer medicines that have been assessed to be clinically effective areffeoste areincludedon

the CDL
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Since ACE was established in 2015, topics for evaluation haveideaified predominantly through
applicationdrom public healthcare institutions, and technical evaluations have been conducted by ACE staff

in line with! / 9Dfug Evaluation Methods and Process Guktem 1 January 202Ginder a new company

led processcompanies will be able trequest fortheir products to be evaluatetbr funding consideration

andwill be responsible for providing avidence submissiot ACE, ta dzLJLJ2 NIi G KS 5!/ Qa RS

The aim of the new process is to enable medicines to be evalaeisd to the anticipated date of regulatory
approval by the Health Sciences Authority (H®&Allexpeditefunding consideratios, to improve patient
access to clinically necessary treatmemdtially, only evidence submissions faew cancerntreatments (or
new indications of existingancer treatmentswill be eligible for evaluation through this routélowever,
over time, ACE may revise this processits discretion once companies become familiar with the new
procedures and evidence requiremengsd aceptsubmissions for other medicines

This documents divided into two partsvhich outline

A evaluation and decisiemaking procduresfor medicinesbeing considered fdiundingthrough the
new companyled procesgPart 1), and

A methodological guidelines that companies are expected to followhen preparing evidence
submissionso ACHPart 2)

It has been developed in consultation with the Singapore pharmaceutical industryieeimeicalexperts
from overseas HTA agdasand academic centres

ACE will continue to review and update tliiscumentto ensure that it remains a useful resource for
companies who intend to prepare an evidence submission for funding consideration.

Find out more about ACE atvw.acehta.gov.sg/about
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Abbreviations and acronyms

Term Definition

ACE Agency for Care Effectiveness

BIA budget impact analysis

CADTH Canadian Agency for Drugs and Technologies in Health
Cl confidence interval

CDL Cancer Drug List

CMA costminimisation analysis

Crl credibleinterval

CSR clinical study report

CUA costutility analysis

DAC Drug Advisory Committee

EMA European Medicines Agency

FDA Food and Drug Administration

HA Health Sciences Authorifgingapore)

ICER incremental coseffectiveness ratio

IERC Independent Evidence Review Centre

ITT intention to treat

LOA Letter of acceptance

LOO Letter of offer

MAF Medication Assistance Fund

MAUI multi-attribute utility instrument

MCID minimal clinically important difference

MOH Ministry of Health, Singapore

NICE National Institute for Health and Care Excellef€rgland)
NMA network metaanalysis

OoDS Oncology Drug Subcommittee

NOO notification of outcome

OR odds ratio

PAP patient assistancgrogramme

PBAC Pharmaceutical Benefi'gdvisory Committee (Australia)
PHARMAC Pharmaceutical Management Agency (New Zealand)
PICO population, intervention, comparator, outcome
PSA probabilistic sensitivity analysis

PSM proposed surrogate measure

PVA price-volumeagreement

RCT randomised controlled trial

RD risk difference

RFP Request for Proposal

RR relative risk

RSA risk-sharingarrangement

SD standard deviation

SDL Standard Drug List
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QALY quality-adjusted life year
TCO target clinical outcome
TGA Therapeutic Goods Administration (Australia)



Part 1:

Procedures for funding
consideration of medicines
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Introduction

Part 1 outlines the core proceduremd associated timelinesnderpinning the companied submission
procesqFigure 2)Specifically, it aims to:
A provide support to companies intending to prepare evidence submis&wrisnding consideration;
explainall steps that typically take place during an evaluation, from-quiemissionthrough to
implementation of funding decisionand the associated timeks
describe the decisiomaking framework followed by the MOBrug Advisory CommitteeD@AG
when makinghationalfunding recommendationsand
describe the role of companies, ACE, IERCs, local experts and dew@kens throughout the

A

A

process.

Information on cost recovery charging procedures for company submissions is located A6 Eheebsite
and should be referred to in conjunction wikrart 1

Figure 2: Overview of companrigd submnission process

HSA regulatory application process conducted in parallel

Approvable letter
from HSA issued

Company registers intent to provide an evidence submission

|

Pre-submission meeting between company and ACE to confirm evaluation framework
and type of evidence submission

l

Company pays cost recovery fees

!

Company evidence submission sent to ACE

! l

Independent Evidence Review Centre (IERC) ACE reviews evidence submission in consultation
conducts review and critique of submission with local clinical experts

| l

IERC and ACE send clarification questions to company

l

IERC critique finalised and sent to ACE

ACE may discuss submission and
and company

IERC critique with company during
course of evaluation

|

ACE finalises briefing document which summarises the company submission, local expert opinion,
patient testimonials, IERC critique and ACE's review

l

(a) ACE presents topic to Chair of Drug Advisory Committee (DAC) at pre-meeting
(b) ACE presents topic to DAC for deliberation

|

ACE seeks finance approval from MOH for medicines recommended for inclusion on
Standard Drug List (SDL), Medication Assistance Fund (MAF) and/or Cancer Drug List (CDL)

l

ACE prepares Drug Guidance for publication

Positive recommendation l Negative recommendation

Negative guidance published.

Funding implemented and guidance published Company can resubmit price proposal or put in
new evidence submission.

uolssiwgns-aid

uolzen|ea

uopejuawa|dw) g Surye-uolsidag
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Section1l  Pre-submissionprocess

1.1 Application process

This section provides guidance on the type of medicines that are eligibleofwideration throughthe
companyled submission process and the prdoeesthat companies are expected to follow when registering
their intent to submit evidence to ACE for evaluation.

1.1.1 Eligible application s
Acompany can propose to submit evidence for a
A new medicine- a new activeingredientapproved by the Health Sciences Authority (HBA) has
not been previously marketed in Singapooe;
A new indication¢ a new clinicatondition orbroaderpatient populationthat has been approvedy
HSAfor an existing medicine

Companies are not required to prepare evidence submissions for biosindilarewly approvedbiosimilars
will be evaluatednternally by ACE stafin line with! / 9y Evaluation Methods and Process Guide
Companies are encouraged itform ACE when submitting biosimilar to HSA for regulatory approval
facilitate timelyevaluationby ACHor subsidy consideratian

Proposals to submit evidender new formulations or strengths of medicines whate already included in
the MOH List of Subsidised Drugs (Standard Drug List, [88ditation Assistance Fund [MAIB}) Cancer
Drug List{(CDL)or have previously been evaluated and not recommended for sutasidyor inclusionon
the CDLlby the DACare not permitted.Revisionsto medicinesthat are n SDLMAF, or CDLor listings for
new strengths or formulations of medicindbat have previouslyreceived a negative recommendation
should be requested by public healthcare institutions during the annual call for jegidsh isdescribed in

I / 9@ Evaluation Methods and Process Guilry new strengths or formulations prioritised for
evaluation will be assessed internally by ACE.

1.1.2 Registering intent to submit evidence

ACHs initially only accepting evidence submissions feancertreatments. A company can register their
intent to submit evidencédor a specific medicinwith ACEbnce a regulatory applicatidior that producthas
been submitted to the Healt&ciences Authority (HS#r marketing approvalDiscussionsvith ACE about
submitting evidence for funding consideratiaran be initiated by the compangoncurrently with the
regulatory process or after the product has been approved by HSA.

Each submissn shouldusually only contain evidence for one medicine for one indicatidulti-drug
regimens for one indication are also permittétlass reviews comprising multiple medicines, or submissions
which include evidence for one medicine used for multiplerelated indicationsare not permitted

I 2YLI yASa &aK2df R &4S881 !/ 9Q& | RO ling eé rkaSspeciind f |
condition) can be included within one submission.

To notify ACE of an impendirgyidence submission, empaniesshould complete theCompany Pre
submission Formand submit it toace_submissio@moh.gov.sgThe presubmission formoutlines the
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proposed evaluation frameworland appropriate comparatorand the evidence that willinform the
submission, including the type of economic model being develogedicipated regulatory approval
timelines (if medicine is being assessed by HSA) and proposed timelines for providiitieaneesubmission

to ACE should also be includdghy technical issues, process enquiries or questions relating to the evaluation
that the company wishes to discuss with A@Balso be included in the form.

The form should be completed with reference Rart 2 in this document Guidelines for preparing an
evidence submission for funding consideratidine content of the presubmission form will béreated as
confidential. Companies are encouraged to compldtee presubmission form as comprehensively as
possible to facilitate discussions with ACE.

1.1.3 Invitation from ACE to provide an evidence submission

In some instances, ACE may invite a company to provide an evidence submission for a particular medicine
that has been prioritised for evaluation by the DAC. If the company agrees, they will be required to complete
the Company Pr&ubmission Form(in line wth Subsection 1.1.2) and follow the procedures and
methodological guidelines described in this document when preparing their submission and engaging with
ACE/ 2 YL yASa IINB y24G4 20fA3ISR (2 LINBLINB 'y S@OARS

4

invitation.! / 9 Attt SOl fdZ §S GKS YSRAOAYS ANNBaLISOGAGS 2

1.2  Pre-submission meeting with ACE

A summary of the prsubmission process is shownFigure3. The length of time needed for each step will

vary depending on how early a coany chooses to engage ACE for-pubmission discussions before
providing an evidence submission. The timelines indicate the minimum time needed for each step. ACE will
work with each company to provide specific timelines

1.2.1 Scheduling a pre-submission meeting

ACE will confirm receipt of@ompanyPre-QubmissiorFormwithin 10 working daysia emailnd will propose
a date for a presubmission meetinglhe presubmission meeting should be heltlleast 16 weekbefore a
company intends to provide an ednce submission to ACE.

ACE reserves the right to decline agtdmissiormeeting request if the proposed medicine is unsuitable
for evaluation through the compargd submission rout®r the Company Pr&ubmission Forndoes not
have sufficient informaon to guide discussions between ACE and the company.

Only one presubmission meeting will be held for each submissiitwe.company will be requested to confirm
their attendance via email and provide detailsattendees. Up tdive company representat®s may attend
a presubmission meetingf the company has appointethird-party consultantsto preparethe evidence
submissionthey may alsattend the meetingas part of the five representative$he company is responsible
for ensuring thathe consultantagreesto anyconfidentiality requirements.

The number of ACE staff who attend the meeting will be dependent ocdheplexity of the topic and the
questions that the company includes in the gabmission form for discussion. The compaagnot request
for specific ACE staff to attend. Members of the DAC do not attleagre-submission meetinghowever,

ACE may invite local clinical expertsitgiliscretion
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To ensure that ACE has sulfficient information for the meeting andhlegtre-submission discussion is useful
for the company, ACE may contact the company prior to the meeting to seek clarification on information
provided in the presubmission form.

Figure3: Presubmission process and timelines

Company is invited by
ACE to submit
evidence submission

Company notifies ACE of intent to submit
evidence submission for new product or
indication* by sending ACE a completed
Company Pre-Submission Form.

—}

* Ideally in conjunction with HSA regulatory application

Within 10 working days

ACE confirms receipt of Form and proposes
date for Pre-Submission Meeting.

At least 2 weeks
Non-binding Pre-Submission Meeting between
Company and ACE to discuss evaluation
framework and any queries regarding
evidence requirements.

Company confirms if submission is going

(e D

through full or expedited evaluation route and
anticipated timelines for submission.

Company to sign Letter of Offer to

confirm that they agree to their submission
being reviewed and critiqued by an IERC and
that they will pay the required fees.”

At least 16 I
weeks
Confidentiality Agreement and invoice* for
@ IERC critique fees issued to Company at least

8 weeks before evidence submission is due.
Payment is expected within 30 days of receipt.

* Companies that are invited by ACE to submit an evidence
submission will not receive an invoice.

Evaluation is paused if payment is not received
in full by the deadline.

1.2.2 Discussionsat the pre -submission meeting

The company will not be required to pay a fee to have aguiemission meeting with ACEhe pre
submission meetings intended to providean opportunity for companies to seek ntnding advice from
ACE about the proposed evittee submissionDiscussions will be based on the content provided by the
company in the presubmission formif insuficient information is includeh the form, ACE may not be able
to adequately address all questions raised during the mee@uynpanies Vil be expected to highlight key
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issues and areas ahcertainty in their evidence submission during the meetisgd discuss potential ways
to address them through pricing, patient assistapcegrammes (PAPs)isksharing arrangementgRSAS)
or anyother arrangements.

Companies should discuss with ACE during thespbenission meeting whetheelatedindications for one

medicine can be considered within the same submisskar. example one submission may be able to
addressthe use of a medicine at different points in a treatmergthwayfor a specific condition (e.g*'and

2" line treatment) and may be acceptabiEonly one economic model is required to assess the cost
effectivenes of the medicine at afiroposed lines of therapy

Any discussiorduring the presubmission meetingg A f £ y20G Ay Ff dzSyOS S 51!/
submission oguarantee a positive recommendation for the medicine under evaluation.

No formal minuteswill be taken during the prgsubmission meeting. It is the responsibility of the company
to note any discussions that are useful to help them finalise their evidence submission.

1.2.3 After the p re-submission meeting
After the presubmission meeting, ACE will issuéedter of Offer which forms a contractual agreement
between the company and ACE that:
Al1/9 gAft | O0OSLII GKS O2YLl yeadd SOARSYOS adzmYAaa
A the company agrees to palye required cost recaary fee for the submission to be reviewed by an
Independent Evidence Review Centre (IERC) selected by ACE.

Companies that have been invited by ACE to provide an evidence submission will also receive a Letter of
Offer, however, they will not be required pay for the IERC critique.

If a company is providing an evidence submission to fACte first time, ACE will also issueperpetual
ConfidentialityAgreementwhich forms a legal contract between the company and &Cé&nhsure that all
confidentialor commercially sensitivenaterials, information, or knowledge that are shagting the course
of the evaluationandduringall other evaluations and interactions with ACE thereafaeenot disclosed to
any other individuals outside tifie parties stiputed in the agreement

The company will also receive detailed timelines for the evaluation, which outline the submission date, the
date, determined by ACHhat the submission will beonsidered byDAC, and thexpected dategor other

key steps in therocess that require company involvemeptg. clarification responses and factual accuracy
checks)If the company wishes to change their submission date, they should notify ACE via email as soon as
possible so that the timelines for allibsequent steps in the evaluation process can be adjubidte event

of extended delays, the evaluation will be rescheduled to a later DAC meeting.

1.2.4 Consultation with ACE while preparing evidence submission

After the presubmission meetingf a company has additional queries while preparing their submission
wishes to clarify any specific procedural steps relating to the evaluati@y mayemail ACE for advice.
Companies should be mindful of the resource required by ACE to address queries and should allow sufficient
time for ACE to respond. In some instances, ACE may prajgeszonference to address the issues raised.

All advice given by ACEiisn-binding.
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1.25 Cost recovery charging procedure

All evidence submissions will beviewed andONJA G A Ij dzZS R 6 ERCBwWiéh hav& experieAc@ in L
conducting and appraising health technology assessments (ttTiA&)rm decisionmaking SubsectiorB.2).
Companiesre responsible for paying tHfees charged fothe IERC critiquen a cost recovery basisnless

ACE specifically requested the company to preplaeeevidence submissiorbsection 1.1.3)The fees take

into accountthe time and personnel required by the IERC to complete a written critique ofdhgany
evidence submission and to review additional information or analyses provided by the company in response
to clarification questions. No fees are charged for the tiarel personnel required bACE duringhe
evaluation.

ACE will issue the company with an invoice via eah&last8 weeksbefore the evidence submission is due.
Please refer to theCost Recover Charging Procedure faindependent Review o€ompany Evidence
Submissions to the Agency for Care Effectivenathe ACE website for more informati@aoutthe type of
fees charged and for payment guidelinédl.fees must be paid in fullithin 30 calendar daysor by the due
date on the invoice beforeraevidencesubmission will be accepted by ACE for evaluation.
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Section 2 Submitting evidence to ACE

2.1  Confidentiality

The company is responsible fhighlightinginformation that is academim-confidence or commerciah-
confidence within their submissidn accordance witlthe instructions irPart 2: Guidelines for preparing an
evidencesubmission to the Agency for Care Effectivenégsnot acceptable to classify an entire submission

da GO2yFARSYUGAILfé¢d ye AYyF2NNYIGA2Y AyOf dzZRSR Ay (K
considered confidentisdnd should not benarked as such.

2.1.1 Handling information submitted by a company

ACE will usés best effortgo prevent unauthorised use, disclosure or dissemination of information that has
been deemed as confidentiat commercially sensitivby the company. ACE will usdormation received
from a companysolely for the purpose of carrying out its responsibilities with respect to the evaluation of
the submission.

1/ 9 F2tf26a (KS pdidey and frotBdures¥o ehstré tlagpfomidte managementof
sensitive informationThe contents of a samission and any correspondence receifeain the company
during the course of the evaluatiare stored in theMinistry of Health IT system. Access to the contents of
the submission is limited t&CE staffnvolved in the evaluatiortechnical staff withi the IERC assigned to
provide an independent critique of the submissiand to DAC members who are all aware of their
obligations to safeguard informatigmrovided by the company
A 179 adGFrFF NS NBldzZANBRE |a | O 2 y R koifidlehtality2 ¥ S
requirements, Code of Conduct a@nflict of Interest guidelines;
A Specific conditions regarding the storage, management and disposal of evidence submissions are
explicitly stated in contracts between the IERCs and a@dall IERC staff are required to declare
and manage any conflict of interest for each evaluation that they are assigned
A DAQmembersare requiredo declare any conflict of interest f@very evaluation, antb sign a Non
Disclosure Agreemerat the gart of their membership term which prohibits them for disclosing any
confidential information to a thireparty. DAC members are advised how to securely handle and
dispose of confidential material appropriately.

2.1.2 Copyright legislation

Full text copies oféicles citedin anevidence submission must Ipgovided by the company gsart of the
submission. The company is responsible for ensuring that appropriate copyright permissions have been
obtained fa electronic copies of articles to be shared with ACE and the technical staff at the assigned IERC.

2.2  Types of evidence submissions

Companies can submit evidence to A&Eeither a Full Evaluationor Expedited EvaluationThe most
appropriate type of submissiorfor each medicine will be confirmed by ACE during the-gutemission
meeting (Subsection 1.2.2Both types of submissions follow a similar evaluation procBsubmissions
must adhere to the structure and information requirements describedan 2of this document
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2.2.1 Submissions for full evaluation
A full evaluation is required for a submissighich includes @ostutility economic modeto support a claim
of costeffectiveness or coattility. This type of submission is required when a company intends to
demonstrate that the medicine under evaluation is:
A therapeutically superior to the comparator, but is likely to result in additional costs to the health
system, or
A therapeuticallyinferior to the comparatorbut islikelyto resultin lower coststo the health system.

2.2.2 Submissions for expedited evaluation

An expedited evaluatiors required for a submission whidhcludes a therapeutic claim ofon-inferiority

(i.e. the medicine under evaluation and the comparator are considered to be clinically equivalent and the use
of the medicine is anticipated to result in equivalent or lower costs to the health system compared to the
comparato). Acostutility analysishould notbe included in a submission for expedited evalugtimwever,
companies may choose to include a epshimisation analysifCMA) Companies should discuss their
intended approach for the CMA during the pgebmission meeting with ACE. the event a complex cost
minimisation analysis is submitted by the compaiwl, evaluation fees may be charged to the company, as
determined by ACHo cover the cost of thadditional timeneeded bythe IERC taomplete their critique.

2.2.3 Request for Proposal (RFP)

As part of the submission, companies are required to submit their best cost prices (i.e. the prices at which
they sell the medicine to pdic healthcare institutions) and details of any proposed patient assistance
programmes oRSA# aRequest for ProposéRFP)emplate. The impact of any proposed arrangements on

the effective cost pde should be clearly stated. In instances where a company is required to submit more
than one RFP throughout the evaluation process, any new proposal submitted shall supersede previous
proposalsFurther information about the RFP requirements is describddart 2 Section3A.5.

2.3  Submission process

Submissions to ACE should be denthe agreed timelingia email(s) tace_submissions@moh.gov. Hoa

file size exceeds email limits, the company should discuss alternative secure file transfer arrangements with
ACEAIl correspondence with AGHuring the course of the evaluatioshould also be sent via email to
ace_submissios@moh.gov.sg

The submission should include a signed cover letter (an electronic signature is acceptable) from the company
which contains thdollowing information:
A Type ofsubmissior(full or expedited evaluation)
Medicine and indication under evaluation
Confirmation & whether an economic model has also been provifed full evaluation)
Names an contact information (email and phone numbes)j companyrepresentativegprimary
contact and an alternativahat ACE can contact regarding the submission.

> > >

2.3.1 Submission check by ACE

ACE will acknowledge receipt of tkebmission anavill review all documents to identify if any files or key
information are missing. ACE will also confirm the timelines for the key steps in the evaluation process leading
up to theDAGmeeting(Subsectior8.1).

Procedures andigdelines forcompanysubmissions to ACE 19


https://go.gov.sg/company-RFPtemplate

If a submission is considered incomplete and/or not fit for purpose, it will not be accepted by ACE and the
company will be advised to revise the submission. In this situation, the company can choose to withdraw the
submissie and not progress with thevaluation orcan advise ACE when a revised sugsion will be

provided so that the evaluation timelinesin be amendedccordingly
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Section 3 Review of evidence submission

3.1  Overview of the e valuation process

Thekey steps that tak@lace duringhe evaluationprocessonce a submission a&cceptedby ACEre shown
in Figured. The timelines indicate the minimum time needed for each sTdmactuallength of time needed
mayvary depending othe quality of the submission receiveahd whether additional time ieequested by
the company to preare revised analyses or submit m@edence to addressnyuncertaintiesidentified by
ACE or the IERIDIring the evaluationACE will work with each compatwyrevise the timelines as needed

3.2  Clinical expert advice

Before the presubmission meetingrad during the course of the evaluation, ACE will seek advice from local
healthcare professionals experienced in the managenudrthe indication under review, to confirm local
treatment practices and validate the clinical assumptions incluidetthe compaly evidence submission.
Expert advice on the clinical need for the medicine under evaluation compared to alternative options (if
available) will also be sought.

For evaluationsof cancer herapies ACE seeks clinical expert advice from the MOH Oncology Dru
Subcommittee (ODS) which comprises senior clinicians experienced in the management of different cancer
typesin SingaporeThe ODS assists ACE to ascertain the clinical value of medicines under evaluation, and
provides clinical advice on the appropriate and effective useaoicertherapiesbased on the available
clinical evidence

ODS members are not required to commenttbe prices ocost effectiveness afancemedicines, anavill

only receive the clinical sections of tlwmpany evidence submission to inform their discussions. All
members are required to sign an NDA at the start of their membership term and dechareoafiicts of
interest relating to the medicines under evaluation prior to every meeting.
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Figure4: Key steps in the evaluation process
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