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There is a big difference between obtaining regulatory approval 
and obtaining market access
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Regulatory Approval Market Access≠



A long list of CE marked and FDA approved technologies never 
achieved market access!!
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1. Understand why many CE marked technologies had a difficulty to obtain market access and 

reimbursement

Let’s understand the reasons! 
Learnings you should have obtained at the end of this session

3. Understand how market access and reimbursement parameters affect a technology pricing 
strategy

4. The importance of a clearly defined value proposition of your technology and the need for 
clinical and health economic evidence to back this up
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5. Understand that the time and resources required to obtain market access and optimal 
reimbursement will vary significantly depending on the technology and market, and

 

In general, to gain an understanding of the meaning and relevance of the basic, universal, 
concepts of Medtech Market Access 

2. The key criteria used to prioritize the proposed markets of entry for a technology.



Contents

1. Role of Coding, Coverage and Payment on Market Access Strategy

3. Market Access Tools: 

 - Clinical & Economic Evidence 

- Health Technology Assessments

- Clinical guidelines

Section questions will provide you with the key areas of focus for a market access 
and reimbursement strategy

2. Market Access Strategy Development

 - Timeline

 - Stakeholders & Value Proposition

 

5



Background Healthcare Financing



In all markets the entities that will acquire your technologies are funded either by public 

payers, private payers or patients. These funds are used to acquire medical technologies

Example of Private and Public Care Provider Funding Options

Population

Patients

Government 
(Ministry of 

Health)

Regional Health 
Administrations

Primary Care Centers

Public Hospitals

Pharmacies

Private Hospitals

Private Clinicians

Taxes

(Regional Health 
Administrations)

18

Public Funding Stream

Private Funding Stream

Other Public Care 
Facilities

Health Insurers



Example of Private and Public Care Provider Funding Options

Population

Patients

Government 
(Ministry of 

Health)

Regional Health 
Administrations

Primary Care Centers

Public Hospitals

Pharmacies

Private Hospitals

Private CliniciansHealth Insurers

Taxes

(Regional Health 
Administrations)
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Public Funding Stream

Private Funding Stream

Other Public Care 
Facilities

Health Insurers

In all markets the entities that will acquire your technologies are funded either by public 

payers, private payers or patients. It is key to understand the funding pathways.



Public sector healthcare funding maintains a dominant role in most EU 
markets. Some markets also present an opportunity for private sector funding. 

Sources of Healthcare Financing as a % of Total Healthcare Expenditure

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

France

Germany

Italy

Netherlands

Spain

United Kingdom

Government / Compulsory Schemes Voluntary Schemes Out-of-pocket
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• Most EU countries rely on a mix 
of private and public funding.

• Public funding is used to cover 
“medically essential care”.

• Private funding is usually 
concentrated in certain elective 
areas.

- Few countries rely heavily on 
private funding for medically 
essential care

• Markets are characterized by 
stable or reduced healthcare 
expenditure



Role of Coding, Coverage and Payment on 
Market Access Strategy



Market Access and Reimbursement consist of 3 core elements:

Coverage, Coding and Payment

Core Elements of Market Access and Reimbursement: Coverage, Coding, and Payment

Often Separate
Coverage

The criteria under which a 
product, service or procedure 

will be paid.

Coding

Mechanism by which a 
product, service or 

procedure is identified.

Payment

The amount paid for a 
product, service or procedure. 

Organized around codes in 
some markets.

Step 1:
Understand the impact of these elements on your particular technology in each market

• Separate but related processes 
and requirements

• Very few countries decide all 
three factors under a single 
process or by a single agency. 

• Market Access of innovative 
technologies can fail due to any 
one of these elements.
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Coverage



Coverage: Most countries define a basket of basic 

healthcare services for coverage from public funds

• Private insurance companies offer health insurance covering a predefined basket of services
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• Spain: “Common Services 
Portfolio” contains all healthcare 
services covered with public 
funds for Spanish citizens

• Regions are allowed to cover 
additional health services 
through regional portfolios

• Cosmetic surgery / Dental care 
are not “covered”!

Spain public sector coverage

Spain private sector coverage



Coverage: In some markets, regions are free to cover health services in 

addition to a national basket 

Italy public sector coverage
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• Italy: LEA “Essential Levels of 
Assistance”

• Example: “Intra Ocular Lens” (IOL): 
Cataract surgery is covered by the LEA. 
Refractive errors are not, but hospitals 
in some regions may charge patients a 
co-payment for refractive IOL’s



Coverage: In some markets private insurance companies 
co-define public healthcare coverage

Online treatment for mental 
health

Do you need psychological assistance? 
Then it is nice if you can get an 
appointment fast. Via online treatment (e-
health) you can often start within a few 
days.

What will be reimbursed for an infusion pump? view the reimbursement in our 
health insurance

26

What is reimbursed? 

Do you have medication that you need to administer 

continuously parenterally? Then you will receive full 

reimbursement from your basic insurance for an 

external infusion pump. The following components 

are eligible for reimbursement:

• Use and use of equipment

• Materials for administration (for example syringes, 

extension lines, needles, gauzes and gloves)

• The batteries and charging equipment that come 

with the initial purchase

• Care and instruction

• Telephone support by nurses

• 24-hour availability

• Maintenance of the equipment

The Netherlands Public Sector Coverage 

• Insurance companies cover mandatory Basic 
Basket of Healthcare Services approved by the 
Ministry of Health

• In addition, insurance companies are free to 
offer supplementary services through 
supplementary voluntary insurance packages



Coverage of medical technologies is often subject to limitations 
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Bilateral cochlear implantation in children only complies with 

current scientific knowledge and practice and is therefore only 

covered for bilaterally deaf and profoundly hearing-impaired 

children up to the age of 5 (2012 position). Insured individuals 

aged 5 to 18 may be eligible for a second cochlear implant 

provided they meet the indication criteria of the CION guideline 

(2014 position).

Cochlear implants (pre) implant in children

Cochlear implant after-care in children

Replacement cochlear implant processor in children



Question; Is your technology covered in the market of interest in the public 
and / or private setting and at national and/or regional level?

PrTec Prioritization Model Eligibility Criteria Weight

Pathology (severity, frequency, unmet need, vulnerability) 33

Comparative results (safety/effectiveness) 25.5

Economic impact (direct and indirect costs) 20.5

Implications of implantation (organizational, budget impact, ethical, social, legal 10.5

Dissemination (health / efficiency benefits; social, political or professional demand / 
interest)

10.5
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• Public coverage decisions are taken at national - and regional – level, depending on the market

• Decisions are usually taken based on prioritization process of requests AND for political reasons
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In Switzerland, the criteria to obtain coverage for novel technologies 
rely on proven effectiveness, appropriateness and economic efficiency

• To achieve coverage and reimbursement in Switzerland, an assessment will be conducted (by the BAG) of new 
technologies seeking higher reimbursement through a GRADE evaluation. 

Technology is Effective Technology is Appropriate Technology is Economical

• Objectively suitable in achieving 
therapeutic benefit 

• Proven favorable ratio of benefit 
and harm compared to alternative 
therapies

• Study parameters align with 
established Swiss clinical practice

• Relevant and suitable for patients 
compared to alternative 
procedures,

• Compatible with the legal 
conditions, ethical and social 
aspects or values ​​and

• Appropriate application in practice 
are guaranteed

• Comparable tariffs / cost
• Favorable cost-benefit ratio 

compared to the alternative
• Cost implications for compulsory 

health insurance are acceptable

Assessment Objectives



Coverage: Questions to ask yourself for each market
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The first step of a market access strategy requires defining the coverage limitations applicable to your 
technology in each target market

1. Coverage: Is your procedure or device “covered” in the target market

− In the public and / or private setting?

− At national and /or regional level?  

− In the applicable setting of care (inpatient, outpatient, other)?

− For the relevant indication / subset of patients?

− What, if any, coverage limitations exist?



Coding



Coding: In most countries coding is determined by setting of care and 
technology type.

Inpatient

Setting of Care Type of Technology

Consumables

Implantables

Capital Equipment

Technical Aids

Outpatient

Homecare

Software (as a service)

Other?
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eHealth

• To understand which coding
system applies we need to
identify where your technology is
used and the technology type.



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules 

Netherlands Hospital Outpatient Fee Schedule



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules 



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules 

Coding for Outpatient Procedures - Basque Country Diagnostics Fee Schedule
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Coding for inpatient procedures

Inpatient procedures are subject to three different codes

Diagnosis Code
Diagnosis Related Group

“DRG” Code
Medical Act / Surgical

Procedure Code
+ =

37

Inpatient Coding



Coding for inpatient procedures

Procedures to treat a particular diagnosis map to a DRG

Technology Procedure Code DRG Code

Gastric Balloon 44.93 Insertion of  gastric balloon

288
 procedures for  

obesity

Gastric banding 44.95 Laparoscopic gastric restrictive procedure

Vertical banded 
gastroplasty 

44.68 Laparoscopic Gastroplasty

Gastric Bypass 44.31 High gastric bypass

Biliopancreatic 
Diversion (BPD)*

Main: 43.7 Partial gastrectomy with anastomosis to jejunum
Other: 45.91 Small-to-small intestinal anastomosis

Gastric Sleeve* 
Main: 43.89 Other partial gastrectomy
Other: 44.99 Other operations on the  stomach

Procedure coding, DRG mapping, and Tariffs for Benchmark Bariatric Surgical Procedures

Diagnosis Code: ICD9 Disease Classification 278.XX “Obesity”
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Coding for inpatient procedures

Different technologies used to treat the same indication can also map to different DRG’s

Example Procedure Coding and DRG Mapping for Ablation Treatment for Liver Cancer

ICD9 Disease Classification 155.XX “Malignant neoplasm of liver and intrahepatic bile ducts”

Procedure Type Procedure Code and Description DRG Code and Description

Microwave ablation 
Cryotherapy

99.85 Hyperthermia for treatment of cancer, induced by microwave, 
ultrasound, low energy radio frequency, probes 203 Malignancy of hepatobiliary system or 

pancreas
+ 38.19 Arterial catheterization

Radiofrequency 
ablation

50.29 Other destruction of lesion of liver (cauterization, enucleation 
or evacuation of hepatic lesion)

191 Pancreas, liver and shunt procedures with 
complications

192 Pancreas, liver and shunt procedures 
without complications

+ 50.25 laparoscopic ablation of liver lesion or tissue

Surgery
50.22 Partial hepatectomy / 50.23 Open ablation of liver lesion or
tissue / 50.30 Lobectomy of liver / 50.40 Total hepatectomy

Other 50.24 Percutaneous ablation of liver lesion or tissue
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Prosthesis coding includes surgical implants, external prostheses & orthesis. 

Spain Orthoprosthesis Nomenclator
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Prosthesis Coding
Implantable prosthesis coding is country specific

42
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Medical Aids coding

Local coding also applies to medical aids

Italy Prosthesis Nomenclator (by function)



Italy Single Use Medical Aids Nomenclator

Medical Aids coding

Single use medical aids are subject to local coding, and coverage limitations
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The maximum quantities that can 
be dispensed are intended for 
each stoma and can be increased 
at the discretion of the prescribing 
specialist, up to 50% in the initial 
period of assistance and training 
in use, not exceeding 6 months.

Coverage Limitations



All diagnosis and medical acts are coded but different coding systems are used 

depending on country and setting of care. What setting of care and coding system 

applies to your technology? 

Country Setting Diagnosis Coding Procedure Coding

Germany

Inpatient
ICD-10-GM Diagnosis Codes, 
German Modification

OPS (Operation and Procedure Coding System, 
Operationen- und ProzedurenSchlüssel

Outpatient
ICD-10-GM Diagnosis Codes, 
German Modification

EBM: Uniform Value Scale Einheitlicher 
Bemessungsmassstab

France
Inpatient ICD-10 Diagnosis Codes

CCAM: Common Classification onf Medical 
Acts Classification Commune des Actes 
Médicaux 

Outpatient ICD-10 Diagnosis Codes CCAM coding

UK
All Settings (Public 
Hospitals)

ICD-10 Diagnosis Codes
OPCS: Office for Population Censuses and 
Surveys Classification 

Italy

Inpatient ICD-9 Diagnosis Codes ICD-9 Procedure Codes

Outpatient ICD-9 Diagnosis Codes
Local NTPA: Nomenclatore Tariffario delle 
Prestazioni Ambulatoriali

Spain
Inpatient ICD-9 Diagnosis Codes ICD-10 CM Procedure Codes

Outpatient ICD-9 Diagnosis Codes Local coding
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• Some countries also code medical 
devices used as part of a 
procedure

• Capital equipment is not coded

• Implantable / Ortho-prosthesis 
device coding is country specific



Coding: Questions to ask yourself for each market

The second step of a market access strategy requires defining the coding system applicable to your 
technology in each target market

1. In which setting of care will your product be provided: inpatient / outpatient / homecare / other?

2. Coding: Does existing coding describe your technology adequately?  

I. Inpatient: Does an existing procedure code describe your technology

o What DRG does this code map to?

II. Outpatient: Does an existing ambulatory care Fee Schedule procedure code describe your 

technology?



Payment



Public and private payers use different mechanisms to 

reimburse healthcare providers for health services provided

Example of Private and Public Care Provider Funding Options

Population

Patients

Government 
(Ministry of 

Health)

Regional Health 
Administrations

Primary Care Centers

Public Hospitals

Pharmacies

Private Hospitals

Private CliniciansInsurance Companies

Taxes

(Regional Health 
Administrations)

Insurance
Companies

53

Public Funding Stream

Private Funding Stream

Other Public Care 
Facilities

• Global Budget / 
• DRG payment / 
• Procedure Tariff / 
• Negotiated fees / 
• OtherCo-payment

Out of pocket

Fee per procedure

Fee per procedure

V
o

lu
n

ta
ry

In
su

ra
n

ce
 f

ee
s



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules 

Netherlands Hospital Outpatient Fee Schedule



Coding for outpatient procedures

Outpatient procedures are usually coded in ambulatory care Fee Schedules 

Coding for Outpatient Procedures - Basque Country Diagnostics Fee Schedule
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Outpatient Payment

Psychological tests are also subject to coverage limitations and tariffs
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Reimbursement conditions

To be eligible for reimbursement under the basic package, you 

must have a valid referral letter from your general practitioner 

based on a suspected DSM disorder (such as depressive disorder, 

anxiety disorder or cognitive disorder/dementia). These are 

considered insured care. Unfortunately, a number of DSM 

diagnoses are no longer reimbursed: adjustment disorders, 

relationship problems, phobias or work-related problems. 

These are considered uninsured care.

Rates for insured care

Based on your symptoms, when a DSM diagnosis has been made 

and based on the care demand classification, national maximum 

rates apply for reimbursement per consultation. The number 

of consultations you are reimbursed for depends on the care 

demand classification. An average of six to eight sessions can 

be taken as a guideline.



Inpatient Payment

Different procedures to treat the same indication may lead to different DRG’s with

significantly different tariffs

Procedure Type Procedure Code and Description DRG Code and Description Tariff

Microwave ablation 
Cryotherapy

99.85 Hyperthermia for treatment of cancer, induced by 
microwave, ultrasound, low energy radio frequency, 
probes

203 Malignancy of hepatobiliary 
system or pancreas

€3.115

+ 38.19 Arterial catheterization

Radiofrequency 
ablation

50.29 Other destruction of lesion of liver (cauterization, 
enucleation or evacuation of hepatic lesion)

191 Pancreas, liver and shunt 
procedures with complications

192 Pancreas, liver and shunt 
procedures without 

complications

€14.198

€8.437

+ 50.25 laparoscopic ablation of liver lesion or tissue

Surgery
50.22 Partial hepatectomy / 50.23 Open ablation of liver
lesion or tissue / 50.30 Lobectomy of liver / 50.40 Total 
hepatectomy

Other 50.24 Percutaneous ablation of liver lesion or tissue

Procedure Coding and DRG Mapping for Ablation Treatment for Liver Cancer

ICD9 Disease Classification 155.XX “Malignant neoplasm of liver and intrahepatic bile ducts”
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Inpatient Payment
Within a country different tariffs may apply to the same DRG code and depending
on setting of care!

Technology Procedure Code 

Tariff

DRG Italy Lombardy
Emilia 

Romagna
Tuscany

Gastric Balloon 44.93 Insertion of  gastric balloon

288
 Procedures 
for  obesity

Ordinary 
Stay: 

€5.681

0-1 days: 
€2.518

Ordinary 
Stay: 

€5.681

0-1 days: 
€4.261

Ordinary 
Stay: 

€5.397 - 
€6.079

0-1 days: 
€2.392 - 
€2.694

Ordinary 
Stay: 

€6.363

0-1 days: 
€2.820

Gastric banding
44.95 Laparoscopic gastric restrictive 
procedure

Vertical banded 
gastroplasty 

44.68 Laparoscopic Gastroplasty

Gastric Bypass 44.31 High gastric bypass

Biliopancreatic 
Diversion (BPD)*

43.7 Partial gastrectomy with anastomosis 
to jejunum

45.91 Small-to-small intestinal anastomosis

Gastric Sleeve* 

Main:  43.89 Other partial gastrectomy
Other: 44.99 Other operations on the  

stomach

Procedure coding, DRG mapping, and Tariffs for Benchmark Bariatric Surgical Procedures

ICD9 Disease Classification 278.XX “Obesity”
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Prosthesis payment
Countries may issue maximum prices for surgical implants by category or brand
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Payment: Several methods to reimburse care providers 

for care services may co-exist within a country 

Payment Methods used by a Selection of Countries

Capital equipment is treated as an investment 
and usually paid out of yearly healthcare 
provider or healthcare administrator budgets
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The evolution of EU payment systems is shifting away from DRGs, towards more 

conventional budget-based funding and price volume contracts. 

71

Germany
• Shift to outpatient: hybrid DRG’s with general provision budget
• DRG-Driven
• Budget impact, cost benefit focus
• G-BA: HTA review of outpatient, some inpatient

England
• DRG-Driven
• Nationalized procurement
• NICE: Cost effectiveness
• Locally flexible payers
• Emerging Value Based Procurement

France
• DRG-Driven
• HAS: Cost effectiveness
• CEPS: Budget Impact

Spain
• Hospital annual budgets
• DRGs for tracking only
• Regional HTAs
• Emerging VBP programs

Italy
• Mix of DRG and Annual budgets
• National + Local coding
• Regional coverage and funding
• AGENAS: HTAs
• Emerging VBP programs
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Payment: Questions to ask yourself for each market

75

The third step of a market access strategy requires defining the reimbursement system applicable to your technology 

in each target market

1. How are care providers financed for the use of your product in the aplicable setting of care? 

1. Payments related to inpatient DRG, outpatient Fee Schedule, Prosthesis coding?

2. Annual budgets?

3. Mix/ Other?

2. Reimbursement: What is the applicable reimbursement rate for your technology and will this tariff be sufficient to

cover the proposed selling pice?

3. Change process: How transparent is the process to change the Coverage, Coding and Reimbursement system in 
the market of choice? 

1. Do alternative pathways exist, such as: innnovation funding, add-on payment, other?



Where coverage, coding and payment become an 
issue



Where coding and tariffs become an issue

A medical technology is not coded and therefore not reimbursed / the value

proposition of your technology does not resonate with the reimbursment system!

Technology Procedure Code 

Tariff

DRG Italy Lombardy
Emilia 

Romagna
Tuscany

Gastric Balloon 44.93 Insertion of  gastric balloon

288
 procedures 
for  obesity

Ordinary 
Stay: 

€5.681

0-1 days: 
€2.518

Ordinary 
Stay: 

€5.681

0-1 days: 
€4.261

Ordinary 
Stay: 

€5.397 - 
€6.079

0-1 days: 
€2.392 - 
€2.694

Ordinary 
Stay: 

€6.363

0-1 days: 
€2.820

Gastric banding
44.95 Laparoscopic gastric 
restrictive procedure

Vertical banded 
gastroplasty 

44.68 Laparoscopic Gastroplasty

Gastric Bypass 44.31 High gastric bypass

Biliopancreatic 
Diversion (BPD)*

Main: 43.7 Partial gastrectomy with 
anastomosis to jejunum

Other: 45.91 Small-to-small 
intestinal anastomosis

Gastric Sleeve* 

Main:  43.89 Other partial 
gastrectomy
Other: 44.99 Other operations on 
the  stomach

Procedure coding, DRG mapping, and Tariffs for Benchmark Bariatric Surgical Procedures

• Where would the
innovative “Gastric Vest” 
fit??

• A novel coding
requirement
immediately impacts the
time and resource
requirements – including
investment in evidence -
of a Market Access 
strategy



Where coding and tariffs become an issue

Example: The selling price of a medical technology exceeds the tariff

• Hospitals “lose” money when the proposed selling price of a novel technology is higher than the applicable tariff.         
This directly affects their willingness to adopt and pay for an innovative technology. 

• Requesting an Add-On tariff;  Modify or Split existing DRG; apply for Innovation “pass-through” funding requires
time, resources, possibly additional evidence and directly impacts the time to adoption.

Ablation of Neoplasm of the Liver or Pancreas Procedure Coding and Italy Tariff

Procedure Type Procedure Code and Description DRG Code and Description Tariff

Microwave ablation 
Cryotherapy

99.85 Hyperthermia for treatment of cancer, induced by 
microwave, ultrasound, low energy radio frequency, probes 203 Malignancy of hepatobiliary 

system or pancreas
€3.115

+ 38.19 Arterial catheterization

Radiofrequency 
ablation

50.29 Other destruction of lesion of liver (cauterization, 
enucleation or evacuation of hepatic lesion) 191 Pancreas, liver and shunt 

procedures with complications

192 Pancreas, liver and shunt 
procedures without complications

€14.198

€8.437

+ 50.25 laparoscopic ablation of liver lesion or tissue

Surgery
50.22 Partial hepatectomy / 50.23 Open ablation of liver lesion
or tissue / 50.30 Lobectomy of liver / 50.40 Total hepatectomy

Other 50.24 Percutaneous ablation of liver lesion or tissue

79



Italy Prosthesis Nomenclator

Where coding and tariffs become and issue:
The selling price of your medical aid is higher than the tariff
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• An important value proposition of the Greenlight or Holmium Laser Technology to treat benign prostate hyperplasia 
(“BPH”) is that it may avoid hospitalization.

• However, the cost of the laser fibres required per procedure is > €1,250

• Existing coding and tariffs for the BPH procedure apply, with a significant difference in tariffs between the inpatient and 
outpatient (“day hospital”) setting.

• The cost of the technology in the outpatient setting is in excess of tariffs. Therefore, the value proposition of this 
technology may not be applicable in certain markets. 

Where coding and tariffs become an issue

An innovative technology allows a shift from inpatient to outpatient treatment which

leads to a code with a significantly lower tariff!

Lazio Regional DRG Mapping and Tariffs for BPH Surgery

Code 306 307 336 337

DRG
Prostatectomy 

with CC
Prostatectomy 

w/o CC

Transurethral 
Prostatectomy 

with CC

Transurethral 
Prostatectomy 

w/o CC

Ordinary Stay €4,953 €4,230 €3,394 €2,652

Day Hospital €1,857 €1,121 €1,109 €1,109
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• No coding available to describe automated fundus photography interpretation based on machine learning to detect 
diabetic retinopathy.

• Tariffs would be equal to existing, manual Fundus Photography.

Where coding and tariffs become an issue

Example: E-health application substitutes an existing – manual – procedure and the tariff is

too low

Ambulatory Care Coding and Tariffs

Code Ambulatory Fee Schedule Description
National 

Tariff 
Emilia 

Romagna
Tuscany Lombardy

95.03.3 Retinal Tomography (OCT) N/A N/A N/A €53.50

95.11 Fundus Photography €3,87 €4,50 €4,00 N/A

95.11.0 Fundus Photography (retinography) – DX Eye1 €3,90

95.11.1 Fundus Photography (retinography) – SX Eye1 €3,90

95.09.1 Fundus Exam €7.75 €8,50 €8,00 €7.80

95.11.1 Photography of the anterior segment €3,87 €4,50 €4,00 €3,90

95.12
Angiography with fluoresceine or ocular angioscopy
- Retinal Tomography, IGCA2 €46,48 €46,50 €47,00 €46,50

95.17 Optic Coherence Tomography, retina analysis N/A N/A €90,00 N/A

1: Incl. also the method used for screening diabetic retinopathy
2: In Emilia Romagna only

If performed 
by technician

If performed 
by clinician
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Italy Single Use Medical Aids Nomenclator

Where coding and tariffs become an issue

The value proposition of your technology excedes coverage limitations!
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The availability of coverage and existing procedure codes as well as adequate 
tariffs for technology remains the key question to explore for all levels of innovation in 
almost every market.

86

• Does the technology address an 
unmet clinical need that 
physicians would be willing to 
support internally?

• What tools / evidence is required 
to support adoption and 
reimbursement?

Rely on existing code 
and tariff

Identify pathway, 
time and resources to 

obtain coverage 

Identify pathway, 
time and resources to 

obtain coding

Identify time, process and 
resources to apply for new code / 
add-on payment / application to 

innovation payment schemes

Yes

No

Is the technology / 
procedure covered, for 
the relevant indication?

Will the corresponding 
DRG assignment / Fee 

schedule pay 
adequately?

Will the product “fit” 
into an existing 

procedure code? 

Yes Yes

No No

Explore: 
Add-on payment / Novel code / 

bridge funding through 
innovation payment schemes



Question

Are existing tariffs sufficient to cover the cost of your technology in the local market?

Characteristic Coding Tariff

Similar technique or 
procedure

Modify / Split existing DRG Code
Modify Nomenclator Code

• Use existing tariff

Clearly differentiated 
technique

Create new DRG
Outpatient Nomenclator Code

• Assist authorities define new 
tariff

Novel technique or 
procedure

Create new DRG
Outpatient Nomenclator Code

• Pass through payment
• Add-on tariff
• Innovation Coding 
• Innovation funding 
• Special budgets

Funding Options in Case of Inadequate Coding or Tariffs
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Innovation funding



Coverage Pathways for Innovations

Innovative payment schemes exist in many European countries

94

An innovative payment scheme is a bilateral (e.g. payer & manufacturer) or multi-lateral (e.g. payer, provider, 

manufacturer) agreement that provides temporary coverage and/or funding to enable patient access to medical 

technologies and procedures outside the general reimbursement and funding frameworks

• To date there are some 21 Innovative Payment Schemes across 8 European countries

− 18 Coverage under Evidence development schemes + 

− 3 Unconditional innovation payment schemes

• In over 50% of schemes a direct payment is provided to cover the cost of the technology / procedure



Coverage Pathways for Innovations

Examples of Innovative Payment Schemes
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Examples of Innovative Payment Schemes



Germany innovation pathway example

The German NUB provides temporary reimbursement for innovations

• Individual hospital “New examination and treatment methods” NUB applications to the InEK: 

− Before 31 October

− hospitals submit together & Support by a specialty society recommended.

• If approved individual hospital negotiation of temporary supplemental fees with local SHIs.  

• Technology qualification criteria:
− Not be properly reimbursed via existing coding and fees;
− Used for less than 4 years in German hospitals; and
− Cause significant additional costs for the hospital stay.

• Some NUB items are later assigned a ZE (Zusatzentgelt) permanent supplemental payment if they do not 
otherwise “fit” into the DRG structure.
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Germany Digital Health
DiGA fast track for coverage, coding and payment of Digital Health Apps

102

• BfArM DiGA Fast Track provides permanent or temporary 
reimbursement with evidence generation. Upon 
prescription

• Registration within 3 months (data protection, 
functionality, user-friendliness, and interoperability) with 
negotiated price during maximum 1 year. 

DiGAs applicable for DIGA Fast Track:

• CE-marked, Risk class I or IIa and IIb (from 2024)

• Requires evidence of positive healthcare effects through 

comparative clinical studies .

• Main objective: digital technologies with medical purpose 
by way of its digital function. 

• Supports the recognition, monitoring, treatment, 
alleviation or compensation of diseases / disabilities. 

German DiGA Fast Track Process

• Between 2019 – 2024: 64 apps provisional or permanent approved by BfArM: 67% of DiGA offering constitutes mobile apps

• From 2024: Extended to Class IIB devices. Requires submission of a prospective comparative study. A mere improvement of 
a patient-relevant structure or procedure is not sufficient for the inclusion into the SHI catalogue of reimbursable products.

• On March 26, 2025, the DigiG Law came into force to accelerate the digitalization of the healthcare system. Implies increased 
data security requirements!

+ IIb



Germany Innovation Pathway example: Examples of products that 

have successfully made it into the DiGA directory
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In France reimbursement of innovation pathway relies on the evaluation of 

comparative added clinical value 

104

Standard P&R Process steps apply to Digital Health

1) Medico-technic assessment by the HAS 
CNEDIMTs committee provides ASA comparative 
clinical added value rating,  used to set 
reimbursement price.

• Digital therapeutics should demonstrate a 
sufficient efficacy/safety ratio in a robust 
clinical study. 

2) CEPS committee negotiation of the digital 
therapeutic price. 

3) Alternative pathways if lack of evidence: “forfait 
innovation”, telemonitoring experimentation (in 
five pathologies) or article 51. 



France innovation pathway example

France has several pathways to promote innovation
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France innovation pathway example 

The G.NIUS PECAN program stimulates digital health innovations

106

PECAN is short for Prise 

en Charge Anticipée 

Numerique des 

Dispositifs Médicaux

 (“Anticipated 

Reimbursement for 

Digital Medical Devices”)
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France innovation pathway example
RIHN Nomenclator for innovative test coverage under development scheme:

RIHN Nomenclature for innovative tests outside the Nomenclature of biology and 
anatomocytopathology, and the Supplementary list of medical biology and anatomocytopathology 
services. RIHN catalog includes innovative tests with the objective of testing their value prior to the 

integration into NABM. Tests are funded outside social security insurance via research and innovation 
budget (MERRI, part of MIGAC budget) distributed by the Ministry of Health. The Supplementary list 

includes tests, which were initially considered innovative, but for which a decision either about 
discontinuing reimbursement or about introduction in the NABM catalog should be made. The 

Supplementary list is also funded via the MERRI budget.



France innovation pathway example

LATM pathway examples of innovation coverage and reimbursement
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France innovation pathway example

LATM pathway examples of innovation coverage and reimbursement
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UK Innovation pathway examples

NHS Innovation Accelerator
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UK Innovation pathway examples

NHS Insights Prioritisation programme (NIPP)
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UK Innovation pathway

Artificial Intelligence in health and Care Award

112



Netherlands Innovation Pathway: The Dutch government strongly supports innovation 

in healthcare
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Netherlands Innovation Pathway: Many innovations can be covered, coded and 

reimbursed through the standard DBC coding system

114

Since January 2023: Add-on coding for Telemonitoring
Overig Zorgproduct: 039133 “Telemonitoring” 



Netherlands Innovation Pathway

Several websites offer client friendly assistance for developers of health innovations

115

Physiotherapy

Examples care providers

For physiotherapists



Netherlands Innovation Pathway example: 
Innovations for Small-Scale Experiments

117

Innovations for small-scale experiments facilitate the collaboration between providers and insurers in small-scale experiments

The program applies to innovative procedures/programs that improve the quality of care or the efficiency (price/quality). 



Netherlands Innovation Pathway

Insurance companies evaluate and support coverage of health innovations

119

Share your pitch with us ->

Living together sustainably Carefree living and working Smart mobility

Climate action
Income for now, tomorrow and laterHealth closer by

With our Achmea Innovation fund we invest in entrepreneurs who want to be at the forefront of our strategic 

focus areas with proven product-market fit and innovative business models. Are you a start-up or scale-up?

For promising innovators



Netherlands Innovation Pathway example
Insurers can cover care services beyond those covered at national level through pilot 
programs

120

Together with VGZ, we are offering the possibility in a pilot 

to have Qups reimbursed from the basic insurance. This 

applies to all insurers affiliated with Coöperatie VGZ. This 

scheme will run until 31 December 2022. After that, the 

option expires because we choose it ourselves.

Qups no longer reimbursed

Evaluation period ends



Spain Innovation Pathway example 

Monitoring Studies to evaluate coverage of innovations through the Common Service 

Portfolio
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Spain Innovation Pathway example: 

Regional Innovative Public Procurement funding exists to incorporate healthcare

innovations in clinical practice
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Spain Innovation Pathway example: 

Market access and reimbursement for innovations is based overall on local initiatives
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Private Sector

Private health insurers across Europe provide funding and support for health innovations
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Innovation Pathways Take Away’s

1. Most countries count with specific pathways to support the adoption of medical device innovations that:

• Lack sufficient evidence to determine positive coverage decisions

• Do not “fit” in the current healthcare coding and reimbursement system

2. Almost all of these pathways rely on the evaluation, or prospective collection of clinical and health economic

evidence

3. For companies wishing to apply it is important to understand the evidence requirements of these processes and to

invest in collecting the “right” type of evidence required.
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Market Access Strategy Development

• Timeline

• Stakeholder Value Proposition Criteria

• Steps and strategic assessment stages



Market Access Strategy Development

• Timeline



Lack of timely Market Access planning leads to uncertainty as to market
size and time to market from an investor due diligence perspective

Market Access – The Overlooked Hurdle

6

Timeline

Significant time lapse between product launch and broader access: 
optimal access may never be achieved

Companies can not assume that a market can be tapped once a device is registered and launched. 
They must prepare to confront the hurdle of market access early on

Initiatives to support market access

Clinical Development Regulatory Pathway 
Product 

Limited Access
Launch

Broader 
Access

MA Planning

• Often market access planning is initiated late in the product life cycle: At that point it largely consists of reactive 
efforts after launch to rectify existing limitations



Investors will want to understand which strategic market access planning activities
and resources are required to ensure optimal market access and reimbursement

Optimal Strategic Market Access Planning Timeline for Medical Devices

7

Timeline

Product Launch

MA Planning

Minimized time lapse between product launch 
and OPTIMAL ACCESS

Early MA planning 
Earlier expansion of coverage accelerates the opportunity to 

obtain optimal access

Ongoing Evaluation

Initiatives to support market access

Clinical 
Regulatory Pathway Limited Access Optimal Access

Development



Companies need to think about Market Access and Reimbursement 
throughout the product lifecycle

8

✓ x ✓ ✓ x ✓ ✓

Product Lifecycle Stages

• Early Market Access 
and Reimbursement 
pathway analysis

• Initial evidence plan

• Integrated clinical 
and resource 
utilization evidence 
design

• Confirm critical 
path requirements

• Health economic 
evidence design 
and generation.

• Apply for novel codes / 
coverage under 
evidence development

• Design and support 
reimbursement 

• Dossiers for coverage / 
HTA reviews

• Lifecycle MA&R 
support

Market Access and Reimbursement Analysis Scope by Product Stage

Product 
Concept Stage

Animal / 
Engineering 

Studies

Early RA 
Strategy, 

Evidence Plan
Pivotal Trials

FDA Approval + 

CE Mark
Launch

Post Market / 
Coding, Coverage, 
Payment Support

• Coordinate 
stakeholder 

support

• Support RWE 

collection

Strategic Market Access and Reimbursement analysis is required throughout the Product Lifecycle Stages

It informs of expected time and resource requirements to obtain market access, including in terms of evidence collection 



Market Access Strategy Development

• Stakeholder Value Proposition Criteria



Question: MedTech market access is affected by a variety of stakeholders; Can you 

identify the relevant key stakeholders for your technology in the target market?

• Priorities, and approach to allocation of healthcare resources and coverage of healthcare services depends on 
individual stakeholder needs and perspectives.

Healthcare 
Resources

Physicians

Hospitals

Public 
Payers

Private 
Payers

Society

Patients
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The – comparative - value proposition of a technology will need to be 

demonstrated to the relevant stakeholders

• Within the context of providing more 

care with equal or less resources it is

of paramount importance to

demonstrate the value of innovative 

medical devices to relevant

stakeholders

• Strong value demonstration needs to 
address payers’ concerns in each 
market to achieve the critical clinical 
and economic benchmarks necessary 
to gain optimal market access 

Key Challenges
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Market access stakeholders:

Examples of value criteria from a hospital administrator perspective

“Value” from a Health Administrator Perspective

Patient Health Benefits & Legal Compliance

 Quality of care & QALY

 Mortality

 Morbidity

Productivity & Efficiency

 Workflow

 Patient throughput

• “Doing more / same, cheaper”

Reputation
• Attract patients / clinicians

• Hospital / clinician reputation

Profitability
 Workflow

 Return on Investment
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Market access stakeholders:

Examples of value criteria from a payer perspective

“Value” from a Payer Perspective

Health Benefits for Patients

 Quality of care & QALY

 Mortality

 Morbidity

Benefits for Health Care Systems

 Efficiency, quality and organisation of care

• Cost effectiveness, budget impact

• Opportunity cost

• Net gain on public health and wellbeing

Benefits for Society

 Productivity

 Population health

• Support for disadvantaged population groups (rare diseases,…)

• Benefits for innovative technology sector

Non health benefits for Patient and 
Caregiver

 Costs to return to work

 Burden of Care
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Question: Resource allocation is evaluated by each stakeholder with their own
perspective of “Value”: How do stakeholders in your target market perceive the –
comparative - value of your device?

“Value” from a Clinician Perspective

Health Benefits for Patients

 Safety & Efficacy

 Patient outcomes

 Quality of care & QALY

 Mortality

 Morbidity

Benefits for Physician

 Physician payment

 Reputation

 Attract patients

 Ease of use

Benefits for organization
 Efficiency, quality and organisation of care

 Reputation

Benefits for Society  Population health
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Ultimately, the value of your technology will be compared by stakeholders to
standard of care in terms of changes in effectiveness and cost

140

Impact of Technology X on SoC Patient Treatment Pathway & Clinical Stakeholders

Pediatrician specialist visit
Adjusted Optimal treatment /

Continued prescription for 
stable patients

Regular Patient visit @ 6 
months to evaluate disease 

progression using Tech X

Nurse

SoC Patient Treatment Pathway & Clinical Stakeholders

Pediatrician specialist visit
Adjusted treatment /

Continued prescription for 
stable patients

Regular Pediatrician 
patient visit @ 3 

months

Intermediate revision of 
data supplied by  

Technology X

Intermediate 
patient visit

If 

needed

Pediatrician

Pediatrician

PediatricianPediatrician Pediatrician

Pediatrician Pediatrician



Market Access Strategy Development

• Steps and strategic assessment stages: Target Indication



Market Access Steps
Question: Based on the value proposition of your technology, what is the target 
indication and the initial utilisation?

Think about: 

• Subset of patients with specific 

characteristics, 

• A specific stage of a pathology

• Type of treatment center

• Particular Key Opinion Leaders 

• Other?

147

The level of willingness to adopt 
and fund an innovative technology 

is inversely correlated to the 
patient volume of the indication 

and price of the technology

  



Example of target population identification

Technology to treat chronic lower back pain

148

Further elements that may narrow down the initial target patient population:

- SoC patient treatment pathway: Patient referral, place in treatment pathway (1st line, 2nd line), need for specific imaging in 

diagnostic work up

- Patient access to the technology:  Clinical stakeholder by country, physician training, availability of the technology

 

Target 

Popul

ation
Target Indication



TAVR procedure steps
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Market Access Strategy Development

• Steps and strategic assessment stages: Target Indication



Market Access Steps

Question: Market access challenges depend on the objectives set out for the technology: 

what are the objectives for your technology?

Establish initial
utilisation

- Identify the target indication / setting of care / type of provider
- Establish reimbursement mechanism and payer acceptance

Identify if a formal change is required in the system
Remove formal hurdles

Grow to Target 
Indication

- Increase the utilisation

Convince hospitals / clinicians about the value to adopt your technology

Grow share of use within
current / evolving

utilisation

- Increase the market share within an established / evolving utilisation

Use clinical and economic evidence, tools and activities
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Market Access Steps

Step I of a strategic assessment focuses on the external market access environment

Patient access to
Care

- Complete or partial coverage?
- Setting of care?
- Role / strength of patient associations?

Reimbursement
/ Funding

mechanisms

- Funding mechanism?
- Is coding linked to hospital financing?
- Process and timeline for new coding?
- Innovation funding available / needed?
- Pass-through / supplemental or add-on payments

available?

Reimbursement
/ Funding
Approval
Pathways

- Centralized or decentralized approval? 
- Frequency of updates and data required?
- Transparency of process?
- Role and use of Health Technology Assessments?
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Step 1 assessment objectives

• Understand a market´s 
unique characteristics and 
options available

• Identify the main 
stakeholders IN EACH 
MARKET and their 
interaction  



Market Access Steps

Step 2 of a strategic assessment focusses at micro level on the characteristics of a 

technology and how it fits in the market

External
Device/Procedure

factors

- Therapy = key focus? 

- Level of coverage? 

- Physician support / training required?

- Require change in treatment pathways / organization?

- Role of clinical guidelines? 

Internal
Device/Procedure

factors

- Clinical value proposition?

- Economic impact; cost–Benefit; cost effectiveness?

- Addresses unmet needs?

- Competitive advantage?

- Clinical value proposition in relation to price?
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Step 2 assessment 
objectives

• Evaluation of external
factors that can impact
support

• Understand and 
VALIDATE the core clinical
and economic value
proposition IN EACH 
MARKET



Market Access Tools

Clinical and health economic evidence

Health technology assessments

Clinical guidelines



Market Access Tools

Clinical and health economic evidence



1. Is the product Safe?

2. Is the product technically sound 
(performance tested)?

3. Are there any additional post 
licencing requirements?

Risk Assessment Criteria for 
Regulatory Approval

Risk Assessment Criteria for Market Access and 
Reimbursement 

1. What is the unmet need?

2. How is your solution better than the alternates?

3. What is the history and cost of those alternatives?

4. What am I currently paying?

5. What is the selling price of your device cost and why is it worth it?

6. Can I afford your device?

7. What are the consequences of NOT funding this?

8. Which patients should get access?

CE mark (regulatory) evidence determines acceptability, 
Reimbursement determines value. 

This is consistent across all health systems
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The Regulatory / Reimbursement Dilemma

Uncertainty about the incremental value is the main reason for the gap between CE 

marking and adoption. Only the right type of evidence can mitigate this gap.



Trend towards post market evidence collection was triggered by a variety of high 

profile faulty medical devices
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Even breakthrough innovations have had issues to become standard of care 

or take far too long to reach broad adoption, due to uncertaintly.

The medtech industry filed 15,300 patents worldwide in 2021 worldwide,

Equal to 8,1% of total patents filed

55% of medtech patents are granted vs. 33% of pharma patents
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HTA Decision, 

Reimbursement, 

Coding & Funding

Adaptive Comparative 

Evidence Results

Adaptive Comparative 

Trial Design
Launch 

(CE Mark)

Physician and User Learning Curve

Market 

Access

Clinical 

Trial
Regulatory 

Submission

Evidence of 

Safety and 

Efficacy

Volume 

& Time

Is Medtech a Successful Failure?



Clinical and Health Economic Evidence

Payers reduce uncertainty by demanding evidence to inform market access and 

reimbursement decisions
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Clinical benefit Economic benefit



Clinical Evidence

Types of studies to collect clinical evidence

Study 

Design

Experimental Studies

(Intervention of the 

researcher, observation 

of what happens)

Observational Studies

(Subjects are observed, 

no action from the 

researcher)

Randomized 

Controlled Trials 

(RCT`s)

Non-Randomized 

Controlled Trials

Cohort Studies

Case Control 

Studies

Cross Sectional 

Studies
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Health Economic Evidence

Types of studies to collect health economic evidence

Analysis Type Outcomes Costs Remark

Cost Benefit Analysis 
(CBA)

Transformed and measured 
in monetary units

Expressed in 
money units

Expressing outcomes (the price 
of a human life) is quite 

challenging

Cost Effectiveness 
Analysis (CEA)

Expressed in natural units 
(number of life years saved, 
incidence of disease, etc)

Expressed in 
money units

The most common analysis

Cost Utility Analysis 
(CUA)

Expressed in QALY0s 
Expressed in 
money units Special type of CEA

Cost consequence 

analysis (CCA)
Listed in natural units

Listed in money 

units

Outcomes and costs are 

reported separately, no ratio

* Also exists: Cost minimization analysis, budget impact analysis 
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General factors to bear in mind
Price relative to competitors

Patient volume and total cost of treatment

Question: The demand for evidence varies depending on the cost impact of the 
technology and competitive landscape: What evidence will you be required to provide 

in the target market?

II 
Low cost entrant,

Highly competitive high risk market
Focus: Comparative studies, noninferiority to 

competitors, cost effectiveness 

Lower 
Cost

Higher 
Cost

Lower Higher

III 
Low cost entrant,

Few competitors, relatively low risk product

Focus: Single arm studies most accepted

I 
High cost entrant,

High volume, highly competitive high risk market
Focus: Comparative studies, cost effectiveness data 

most needed

IV
High cost entrant,

Low volume, physician preference market
Focus: Evidence scenario most variable, single 
arm studies may be feasible in some markets

Evidence Demands

What scenarios drive demand for evidence?
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Societies may publish recommendations on the evidence required to 

support the adoption and reimbursement of medical technologies
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Reflections on Clinical and Health Economic Evidence

Questions to ask yourself for each market

1. What is the core clinical and economic value propostion of your device?

• Versus competitors and standard of care?

2. What evidence on clinical outcomes and/ or economic evidence will you require to back up the core value

proposition(s) for clinicians to adopt your technology?

• What clinical and economic evidence will likely be required by further stakeholders to support 

coverage and reimbursement?
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Market Access Tools

Health Technology Assessments: What are HTA’s



Published evidence is the base for Health Technology Assessments 

used to inform national / local pricing and reimbursement decisions and evidence based 
clinical guidelines
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HTA: Health technology assessments are carried out at every level of decision making: 

European (from 2025), national, regional and local

HTA in the context of market access pathways for medical technologies

HTA’s contribute to the sustainability of health systems by providing scientific evidence / input for local pricing 
and procurement processes for medical devices

180

HTA (from 2025)

- Joint Clinical Assessment



HTA: Multiple national and regional HTA agencies exist across Europe

Agency Region

AETS - ISCIII National

UETS-ALE Madrid

AETSA Andalucia

Avalia-T Galicia

AIAQS / AATRM Cataluña

SESC Canary Islands

OSTEBA Basque Countries

IACS Aragon

Spain:
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European HTA Map

Switzerland:



HTA: In Europe, national and regional HTA agencies are coordinated through EUnetHTA

European HTA Projects:

HTACG: Subgroup for Joint Clinical Assessments

EUnetHTA Network:

• Joint Clinical Assessment

• FP-7 Research
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European Joint Clinical Assessments from 2025 are focused on evaluating the clinical domains 

only of some medical technologies, to enhance availability of innovation

Drugs Medical Devices
IV Diagnostics 

Medical Devices

12 Jan 2025 After 12 Jan 2025 13 Jan 2028 13 Jan 2030

Cancer & Advanced 

Therapies

Medical Device

In Vitro Diagnostic 

Medical Device

Orphan Drugs All medicinal 

products

Selection of high-risk implantable MD classified as Class IIb or III and IVDs class D for which relevant expert panels have 

provided a scientific opinion in framework of clinical evaluation consultation procedure of clinical domains only

Selected for Joint Clinical Assessment based on one or more of the following criteria:

• Unmet clinical needs

• First in class

• Potential impact on patients, public health or healthcare systems

• Incorporation of software using artificial intelligence, machine learning technologies or algorithms

• Significant cross-border dimension

• Major European Union added value 

Health Technologies affected by Joint Assessment



Market Access Tools

Health Technology Assessments: The implication of HTA’s on 
Market Access



HTA: National and regional level HTA organizations issue HTA’s to guide 

coverage, payment and adoption of appropriate treatments.

195



HTA: In Switzerland, the Federal Office of Public Health uses HTA’s to

determine coverage of novel technologies or procedures
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NICE conducted an evaluation and provided recommendations on digital 
cognitive behavioural therapy technologies for children
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HTA’s form an obligatory or advisory role in informing reimbursement and pricing 

decisions depending on the country: What is the case in your target market?

20

2

5

2

Number of countries where HTA’s are used to 
inform reimbursement decisions

Yes No No Info N/A

9

11

5

4

Number of countries where HTA’s are 
used to inform Medtech pricing decisions

9

11

5

Number of countries where HTA’s are of 

obligatory compliance

Yes 
(both)

Yes (pharma 
only)

Yes (Medical 
Device)

13
4

4

Number of countries where HTA’s have 

an advisory role
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HTA: Hospital based HTA’s are frequently used for local decision making

around the adoption of innnovations

• Hospital based HTA – “Mini HTA” allow hospital decision 
makers ol to assess and prioritize 

- Investment decisions

- Improve clinical practice through innovation

- Adapted to hospital clinical practice, comparators, 
organization of care 

- Uses hospital level data

- Challenge Industry claims

• Most common dimensions:  safety, efficacy and (cost) 
effectiveness

• Further key criteria: budget impact and organisational 
impact. 

• Technical productivity and patient satisfaction rank 
much lower.
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Health Technology Assessments
Take Away’s

209

1. Health technology assessments inform clinical and economic stakeholders take decisions around the coverage and 
adoption of medical technologies. 

- HTA’s are always based on published clinical and health economic evidence

- HTA’s by some agencies can have a worldwide impact on technology coverage and adoption. Therefore
voluntary engagement in a HTA should be carefully considered

2. HTA’s can form an obligatory or advisory role in informing coverage, adoption and reimbursement, depending on the
market.

3. From January 2025 European wide Joint Clinical Assessments will be performed on class IIb and class III devices that
comply with specific criteria.

- JCA’s will focus only on 4 core domains.

- Domains to be evaluated at local market level: Cost and economic effectiveness, Ethical, Organizational, Patient
and Social as well as Legal  aspects



Market Access Tools

Clinical Guidelines



Guidelines: Question: what do clinical guidelines say about your technology or the

standard of care in the target market?

Clinical Practice Guidelines

What
Systematically developed statements to assist practitioner and patient decisions about appropriate health 
care for specific clinical circumstances

Who Specialist Societies  / Public Administration / Care Providers

212

• Guidelines are not fixed protocols but are intended for health care professionals and providers to consider. 

• They identify and describe generally recommended courses of intervention
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Guidelines: American guidelines are often considered in the development

of European and local guideline driven care.
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Guidelines: European guidelines often form the basis of local guideline driven care.
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Guidelines: Specialist societies emit guidelines, position papers

and quality standards that constitute standard of care.

220
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Guidelines: Payer guidelines may indicate optimal

organization of care and even indicate coding recommendations
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Clinical Guideline Take Away’s

229

1. Clinical guidelines are systematically developed statements to assist practitioner and patient decisions about 
appropriate health care for specific clinical circumstances and can be issued by specialist societies, payers and 
care providers.

- They identify and describe generally recommended courses of intervention and strongly reference 
clinical evidence.

2. It is important to understand what guidelines say about a particular technology or procedure 

- If a technology is recommended against in a clinical guideline it will likely impact decisions around 
coverage and adoption. 

o Robust evidence, stakeholder support, time and resources will be required.



Strategic Stakeholder Sourcing



Strategic choice of stakeholders to support your market access strategy

Some sources of stakeholder identification: google is your friend

Physicians

• Authors / collaborators of  - Specialist Society – Guidelines
• Members of specialist society organization
• Expert reviewers of HTA’s
• Research project PI’s ( Pubmed)

Hospitals

• Reference centers: Specialist society guidelines / Patient society website / 
Ministry of Health

• High volume specialized centers (Registries)
• Articles in press 

Public 
Healthcare 

(HTA's)

• National and European (EUnetHTA) health technology assessment agencies

Patients • Relevant patient societies

Private 
Payers • Top insurance companies + smaller insurance companies!
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Stakeholders: Authors of specialist guidelines

233

Relevant KOL’s 
and hospitals!! 
(for evidence 

generation and 
market access 

upport)



Stakeholders

PI’s in local research studies
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Stakeholders

Authors of scientific publications (PubMed)
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Stakeholders

Reference centers for specific disease or patient populations or high volume centers 

participating in registries
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Stakeholders

Patient Societies!!
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Stakeholders

Articles in press
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Final reflections



Do you now understand how a well though out market access & reimbursement 
strategy may positively influence market size and time to market?!

277

• Market size

- Define target patient population

- Clear definition of the comparative value proposition: Clinical stakeholder adoption

- Indepth understanding of the patient access (treatment pathway / standard of care)

- Indication of willingness to pay (Tariffs / competitor pricing)

- Indication of the optimal business model (public / private sector)

• Time to market

- Identification and anticipation of formal market access hurdles: coverage, coding and 
payment

- Anticipate Evidence requirements (clinical and health economic)

- Anticipate HTA requirement for coverage and adoption



So, if you take a structured approach and don’t skip any step, you have 

already initiated a market access and reimbursement strategic plan!
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Technology 

Value 

Proposition

Target 

Indication / 

Population

Standard of

Care 

comparator

Comparative 

clinical evidence

requirements

Comparative 

health

economic

evidence

requirements

Target Market!!Setting of

Care

Coverage

Coding & 

Reimbursement

landscape

Clinical and 

econonomic

stakeholders



The answers to these questions for each market will provide 

you with the key elements of a market access strategy

Market Access Strategy Development Questions

1 Is your technology covered in the market of interest in the public and / or  private setting and at national 
and/or regional level?

2 How are care providers financed in your market of interest and how are they financed for the use of your
technology? 

3 What is the impact of coding and tariffs on market access in your target market? 

4 What is the setting of care for your technology in the target market?

5 How is your technology coded in the target market?

6 Are existing tariffs sufficient to cover the cost of your technology? If not, are innovation pathways
available?

7 What is the target indication and the initial utilisation of for your device?

8 Are there any guidelines on the treatment pathway of this indication and what are the recommendations?

9 Has a HTA been performed on your technology or a similar / competitor technology?

10 What is the role of patient societies on technology adoption, and are they relevant to your technology?
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Market Access Strategy Development Questions

11 Where does your technology ”fit” in the patient treatment pathway for the target indication?

12 Who are the key clinical and economic stakeholders in this treatment pathway that contains your in the target 
market?

13 What is the current standard of care patient treatment pathway?

14 What is the unmet need?

15 How does your technology alter the SoC pathway and / or stakeholders involved? 

16 Resource allocation is evaluated by each stakeholder with their own perspective of “Value”: How do stakeholders in 
your target market perceive the comparative value of your device (versus price and competitors)?

17 What scientific evidence will be required by clinical and economic stakeholders to back up the value proposition of
your technology

18 What is the willingness to pay for your technology based on the comparative value proposition versus SoC and 
competitor technologies?

19 What is the preferred business model(s) in each setting of care and market?

The answers to these questions for each market will provide 

you with the key elements of a market access strategy
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Questions?

Meike Bomhof
Vice President Europe 
Avania Market Access

meike.bomhof@avaniaclinical.com
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Services
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Global Capabilities Backed by Deep Expertise

900+ Discrete Projects

500+ Regulatory Submissions

400+ MD&D Trials

40+ Countries

25+ Breakthrough Designations

Industry Leading Certifications
ISO 9001 ISO 13485 ISO 27001

Fully Compliant With Industry 
Regulatory Frameworks

• ISO 14155:2020 – Good Clinical Practice 
for Medical Devices

• Code of Federal Regulations Title 21 – 
FDA Regulations of Medical Devices

• GCDMP – Good Clinical Data 
Management Practices

• MDR – Medical Device Regulation
• IVDR – In Vitro Diagnostic Regulation
• GDPR – General Data Protection 

Regulation

Product Types

Combination products

Device (Class I, II, III)
In vitro diagnostics and 
point of care diagnostics

Imaging diagnostics
MHealth (wearables 
& mobile devices)

SaMD/AI
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On a Global Scale

• USA: California (San Diego and San Jose), Massachusetts 
(Boston and Marlborough), Ohio (Cleveland)

• EU: Germany (Frankfurt), Netherlands (Bilthoven), Spain
• AUS: Melbourne, Sydney
• UK: Nottingham
• CAN: Toronto, ON

Qualified suppliers in following regions: 
Eastern EU, Asia, Latin America

Footprint Office locations Affiliate network



Advancing Your Medical Technology From Innovation to Commercialization

Emerging Technology 
and Project 

Development Strategy ✓ ✓ ✓ ✓ ✓ ✓

Data Analytics, Safety, 
and Compliance ✓ ✓ ✓ ✓

Clinical Operations ✓ ✓ ✓

Market Access ✓ ✓ ✓ ✓

Discovery
and Ideation

Invention and 
Prototyping

Pre-Clinical 
Testing Clinical Trials Regulatory 

Approval
Product 
Launch

Post-Market 
Support
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Support from Concept to Commercialization
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Concept Development Implementation
Clinical & 

Non-Clinical Testing
Market Clearance

Manufacturing 
& Operations

Market Access 
& Reimbursement

C
ap

ab
ili

ti
e

s

• Unified Regulatory, 
Clinical Evidence, 
Product Development 
and Market Access 
Strategy for Novel 
Products

• Concept Development 
and Evaluation

• Market Appraisals

• Due Diligence & 
Scientific Evaluation

• Human Factors & 
Industrial Design

• Systems Design

• QMS Setup and 
Certification 
Management

• Software Development 
(Embedded and 
Applications) to 
IEC 62304

• Electronic 
Development 
(EMC, 60601-1)

• Mechanical & 
Industrial Design

• Labeling, Operator’s 
Manuals

• Clinical Trial Design 
& Strategy

• Biostatistics

• Software Validation

• Biocompatibility 
& Toxicology

• Sterilization & Shelf Life

• EMC & Safety 

• Bench Testing & 
System Validation

• Compliant Clinical 
Operations Support

• Clinical Trial Design 
& Strategy

• Animal Testing

• Animal Study Design

• FDA Approvals (510k), 
PMAs, De-Novos

• Technical File 
Development 
& CE Mark

• Health Canada 
Licencing

• Australia (TGA)

• And other locations

• Ongoing QMS Support 
(Audits, Resolving 
Findings

• Design for 
Manufacturing 

• Tooling Design

• Evidence Planning 
and Optimal Product 
Positioning

• Field Support for 
Coverage, Coding 
and Payment

• Economic Models 
and Health Economic 
Studies

• Product Hotline 
Support

Ty
p

ic
al

 P
ro

je
ct

s • Path to Market

• FDA Pre-Sub

• Breakthrough 
Designations

• Orphan Product 
Designations

• Special Access

• Turnkey Product 
Development

• QMS Set-Up & 
Certification Support

• Project Rescue

• Design for Compliance

• Clinical Study 
Protocols & Reports

• IDEs & ITAs

• Verification and 
Validation

• FCC/CSA/60601-1 
Series Certifications

• Regulatory 
Submissions

• Clinical Evaluations

• Rescue of Failed 
Regulatory 
Submissions 

• Device Master 
Record Generation

• Contract Manufacturer 
Identification 
& Selection

• Internal Audits

• Audit Remediation

• Global Strategic 
Evidence Design

• Coding Strategy

• Health Economic 
Analysis to Support 
Product Value



Integrated Solutions For Your Journey From Concept to Commercialization

Emerging Technology & Product 
Development Strategy 

• Clinical and Regulatory
Strategy Consulting

• Project Delivery

• Field Clinical Management

Clinical Operations

• Clinical Monitoring

• Late-Phase Project Delivery
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Data Analytics, Safety, 
& Compliance

• Data Analytics

• Biostatistics

• Safety Management

• Regulatory and Medical Writing

Market Access

• Reimbursement Strategy 
& Market Access

• Patient Access & Support 
Center Services



The acquisition in 2023 of Hull Associates Market Access by Avania CRO integrates core 
expertise across the entire MedTech development and adoption pathway.
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Market Access

Reimbursement

Health Technology Assessment

Pricing Strategy

Analytics

Clinical Trials

Consulting

Medical Writing

Quality Management

Regulatory

30 Years of Global Experience in 17 Years of Global Experience in 

Evidence Planning



Market Access and Reimbursement services are applicable 

throughout the product lifecycle
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✓ x ✓ ✓ x ✓ ✓

Strategic consulting services span from early product development and evidence planning 

They are most needed around the time of launch.

Product Lifecycle Stages

• Early Market Access 
and reimbursement 
pathway analysis

• Initial evidence plan

• Integrated clinical 
and resource 
utilization evidence 
design

• Confirm critical 
path requirements

• Health economic 
evidence design & 
generation.

• Apply for novel codes / 
coverage under 
evidence development

• Design and support 
reimbursement 

• Dossiers for coverage / 
HTA reviews

• Lifecycle MA&R 
support

Market Access and Reimbursement Services by Product Stage

Product 
Concept Stage

Animal / 
Engineering 

Studies

Early RA 
Strategy, 

Evidence Plan
Pivotal Trials

FDA Approval + 
CE Mark

Launch
Post Market / 

Coding, Coverage, 
Payment Support

A key function of the market access team is to advise clients on the evidence requirements to obtain market 
access and reimbursement and therefore the design of clinical and health economic evidence to achieve this 

goal, as well as CE / FDA marking and approval.

• Coordinate 
stakeholder 
support

• Support RWE 
collection



We offer a fully integrated assessment to obtain and improve reimbursement and 

market access
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Typical market assessment process

Our field experts apply their knowledge of payment systems 
and health policy to a well-defined methodology for each product

• Assess and understand the product’s core value in each 
local market context

• Understand the influences and opportunities for 
coverage and reimbursement

• Determine price sensitivity for adoption using the best 
adapted method for each market

• Affirm local evidence requirements to design an optimal 
clinical and health economic evidence strategy

Determine core value 

proposition

Determine price sensit ivity by 

setting of care

Affirm cl inical  and health 

economic evidence 

requirements

Design optimal 

positioning, price, 

and market plan

Assess reimbursement/ 

funding options



Core Services – in all global markets
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• Development of health economic models, prospective 
studies, and management of publication strategies in all international 
markets

• Implementation of expert payer and key stakeholder focus groups in all 
major markets of the world 

• Execution of targeted reimbursement strategies for specific products 
across multiple markets

• Ongoing support in international markets to manage product portfolio 
reimbursement and economics

• Liaison support between distributors, local reps, and key stakeholders 

• Reimbursement Assessment and Strategy
• Evidence Planning 
• Product Positioning
• Pricing Strategy, Value-Based Pricing  Analysis 

Strategic Advisory Services

Market Portfolio 
Management 

Reimbursement 
Execution and Advocacy

Expert Focus
Group Support 

Health Economic 
Services



Avania Market Access has local expertise & a worldwide reach allowing for 
strategic consulting, globally.
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Stockholm

London

Paris

Valencia
Italy

Warsaw
Munich

Brussels

Mumbai

Melbourne

Tokyo

Shanghai

São Paulo

Santiago

Toronto

Boston
Istanbul

Bogota

Chicago
Minneapolis

Headquarter           Consultant Locations

Buenos Aires

Eric Lam, Phd Stephen Hull Meike Bomhof

Sr. Vice President Sr. Vice President Vice President, Europe

EXECUTIVE LEADERSHIP



For the last 20 years we have served over 500 companies across multiple product 
areas
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Thank you!
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