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China’s bewildering and costly MedTech 
distribution landscape is ripe for reform. 
Roughly 180,000 distributors – more than 
ten times the number of public hospitals 
and pharma distributors – conduct a wide 
array of logistical, financial, and commercial 
activities in multi-tier networks. Many 
generate high margins, attracting the 
attention of regulators looking to contain 
healthcare costs and tighten compliance.

After a decade of discussions about 
regulating channel margins, the State 
Council is now taking action, implementing 
a “two-invoice system” for pharmaceutical 
distribution that will roll out nationwide 
in 2018, as shown in Exhibit 1. The 
new rules will allow a maximum of two 
invoices between a manufacturer and 
hospital – each manufacturer will sell to 
a distributor and that distributor will sell 
directly to hospitals, eliminating multi-tiered 
distribution. 
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Exhibit 1: The State Council implements a two-invoice policy  
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The rationale for the change is simple and 
compelling: fewer distributor layers will 
lead to more transparent, and eventually 
smaller distributor margins, more compliant 
business conduct, and eventually a 
consolidation of the distributor landscape. 
So far, the rules are geared toward 
pharmaceuticals – few announcements or 
policies explicitly mention MedTech – but 
MedTech pilots are underway. 

Will the rollout of a two-invoice system for 
MedTech follow the same pattern it did in 
pharmaceutical distribution? If so, what 
will the prevailing model look like? The 
answers may vary across segments of 

medical consumables and devices, but the 
two-invoice system will have a significant 
impact on all medical device manufacturers 
across their businesses. Many will need to 
make changes in route to market, channel 
structures, the roles and responsibilities 
of manufacturers, distributors and other 
service providers, pricing, margin and P&L 
structure, and compliance management. 

Building on discussions with leading 
MedTech companies in China, this paper 
provides an update of the two-invoice 
implementation status, its likely evolution, 
and the implications for medical device 
companies. 

Implementation status and likely trajectory of the two-invoice system

Five provinces have implemented a two-
invoice system for medical devices, and 
nine more intend to impose the system in 
2017

Although the central government discussed 
the two-invoice concept as early as 2012, 
it did not mention medical devices until 
mid-2016, when the NHFPC released a 
notice (not legally binding) to encourage 
two-invoice rules for both pharmaceuticals 
and medical consumables in healthcare 
reform pilot provinces and cities. In 
January 2017, the NHFPC released the 
official two-invoice system aiming for 
nationwide implementation by 2018 for 
pharmaceuticals – without mentioning 
medical devices.

Today, the status of two-invoice 
implementation for medical devices differs 
significantly across provinces: product 
categories, geographic coverage, details 
around distributor selection and permissible 

exceptions are explored in different 
versions depending on the interpretation 
of local government officials and their 
appetite for being at the frontier of system 
implementation with all the related risks and 
potential benefits. 

Shaanxi, for example, has promoted a two-
invoice system for high-value consumables 
at the provincial level. In January 2017, it 
announced that 13 categories of high-value 
consumables would be included in the two-
invoice system in batches. Other provinces, 
such as Shanxi, Hubei, and Fujian, have 
taken a more cautious approach, selecting 
only a few cities for the pilots. 

Nine other provinces announced plans to 
implement the system in 2017, most at the 
city level, but the speed of execution is still 
unclear. Exhibit 2 provides an overview of 
implementation status. 
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The move to the two-invoice system is part 
of a broader healthcare reform package 
targeting distribution and pricing

The two-invoice approach is not an isolated 
system. It is a building block of some local 
governments’ reform efforts to consolidate 
distributors, reduce medical product costs, 
and improve compliance, as part of the 
overall healthcare reform, as in the Shaanxi 
case example in the sidebar. 

Some exceptions to the two-invoice system 
have been clarified

The NHFPC system provides exceptions to 
the two-invoice requirements: a transaction 
between a manufacturer and a wholly-
owned subsidiary acting as a distributor, 
or between a foreign manufacturer and 
its exclusive national distributor in China, 
is not counted as an invoice. Invoices 
between a distributor and its wholly-owned 

subsidiaries can be exempted from the 
calculation of invoices. And in rural areas, 
up to three invoices may be allowed 
to ensure drug supplies to grass-roots 
healthcare institutions.

The two-invoice rollout for medical devices 
may be patchy in the near to mid-term

How fast will the two-invoice system 
be rolled out for MedTech? The rollout 
in pharma may provide some guidance 
(Exhibit 3). In April 2016, Fujian was the first 
province to fully implement the two-invoice 
system for pharmaceuticals. Less than six 
months later, Anhui became the second 
province to release implementation details, 
while nine other provinces released general 
guidelines. In another six months, all by 
February 2017, another 10 provinces and 
cities had released implementation details 
with timelines, and eight other provinces 
have published general guidelines.
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Exhibit 2: Five provinces have implemented two-invoice policies, and nine more intend to 
do so in 2017
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No progress 
General guideline released
Implementation detail released

April 2016 September 2016 Today 

Before the policy launch, 
Fujian was the only province 
that fully implemented the 
two-invoice policy. No other 
province published  agenda 
to follow. 

By the end of September, 
Anhui became the second 
province to release its 
implementation details; nine 
other provinces released 
general guidelines. 

Today, ten provinces, 
including Hebei, Shaanxi, 
Ningxia, Qinghai, Sichuan, 
Chongqing, Hunan and 
Hainan, have released 
implementation details with 
timelines. Eight others have 
published general guidelines. 

Exhibit 3: Pharma has seen a sweeping roll-out of two-invoice policy

For MedTech, we see three potential 
scenarios:

Scenario 1: “Sweeping rollout”: Binding 
national guidelines on the two-invoice 
system will be issued soon, forcing a 
nationwide rollout similar to that of the 
pharma industry. 

Scenario 2: “A hundred flowers”: The 
government will encourage two-invoice 
experimentation but publish no specific 
guidelines. Cities and provinces will launch 
pilots with a range of execution details 
relating to product scope, distributor 
choices, permitted exemptions, etc.

Scenario 3: “Tracing back”: The 
government will put the two-invoice system 
for medical devices on hold. 

We believe Scenario #2 is the most likely, 
as it is in line with the central government’s 
“tradition” of using local pilots to experiment 
with complex healthcare policy. National 
guidelines could follow in three to five 
years as experience accumulates. We 
see Scenario #1 as less likely because 
the government understands the relatively 
high complexity of medical devices and 
their value chain. We believe Scenario #3 
is unlikely in the absence of a major public 
disruption such as product supply or quality 
issues that hurt patients. 
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The implications for MedTech manufacturers: Four key questions

What are the structural options to transform 
to a one-tier distributor model?

Possible variations may include a “national 
platform model” in which the platform 
issues the first invoice. This model will 
work only for multinationals with a national 
exclusive distributor in China. It’s the least 
complex option, but the national distributor 
might have more bargaining power, so it 
could become difficult for the manufacturer 
to control tier-2 distributors, for example 
with target-setting or performance 
management. The national platform 
could organize third-party hospital service 
providers.

In the other option, the “3PL model,” a 
third-party logistics provider is responsible 
for logistics services but issues no invoices. 
This model requires the manufacturer to 
provide significant resources, such as a 
commercial team, to manage distributors. 

In practice, executing the 3PL model may 
be challenging, as eligible distributors 
are appointed by hospitals or cities, not 
chosen by manufacturers according to their 
own criteria. Manufacturers adopting this 
model will need to develop agile distributor 
management capabilities that enable 
them to quickly audit and contract with 
distributors who are presented as choices 
in a particular two-invoice environment. 
They will need to monitor these distributors’ 
performance and compliance closely. 

Distributors that are preferred now may 
lose out as hospitals and cities make 
new selections, and the services they 
supply may need to be replaced through 
third-party service arrangements, putting 
additional burdens on manufacturers. 
We expect that some small to medium-
sized players in China will find it difficult to 
build the required capabilities and prefer a 
national distribution platform model. 

Case example
In Shaanxi, the two-invoice system is implemented with policies on distributor selection 
and price-volume negotiation:

 � Two-invoice system: Since February 2017, urban public hospitals have begun 
adhering to the sunshine procurement and two-invoice systems in the procurement 
of 13 categories of high-value consumables; distributors provide both invoices upon 
delivery. The transition period will end in June 2017. 

 � Distributor selection: Urban public hospitals use a new application process to appoint 
a limited number of distributors. Each Class III hospital may select fewer than 15 for 
drugs and 15 for consumables; Class II hospitals may select no more than 4 distributors 
for drugs and fewer than 15 distributors for consumables. 

 � Price-volume negotiation: Public district hospitals and hospitals managed directly by 
provincial HFPC need to form Group Purchasing Organizations (GPOs), to conduct price 
and volume negotiations for high-volume and high-value products.

As a result, many distributors, especially the smaller ones not selected by hospitals, are 
becoming contracted hospital service providers.
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Option 1: 
National platform model

Invoice Services

▪ Works if platform is issuing first invoice
▪ Least complex option for manufacturer
▪ Model gives national distributor great 

bargaining power
▪ Harder to control T2 distributors
▪ Third-party services can be organized by 

distribution platform

▪ Requires significant resources for distributor 
management

▪ More exposure to compliance risks
▪ Third-party services likely to be on 

manufacturer’s P&L

Hospitals

Manufacturer

National distribution platform

Regional/local
distributors

Hospitals

Manufacturer

Regional/local
distributors

3PL

Service 
providers

Service 
providers

Option 2: 
3PL model

Exhibit 4: Large distribution platforms will help some companies comply with the two-
invoice policy

How to substitute the value-added services 
provided by Tier 2 and 3 distributors?

Manufacturers should map all activities in 
their commercial operations value chain 
from market access to after-services, 
allocate roles and responsibilities between 
manufacturers and distributors, and define 
the “fair market value” for each service 
undertaken by a distributor or contracted 
service providers. As manufacturers 

are forced to work with certain local 
distributors, the range of “divisions of labor” 
will increase. A robust framework of value 
chain activities and “fair price of services” 
will be the basis for a manageable (and 
defensible) channel and margin architecture. 
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What are the options for pricing and 
channel margin strategy?

Contracts with hospital service providers will 
affect pricing and channel margin strategy. 
Generally, manufacturers can choose to 
contract with service providers directly 
or outsource this activity to a platform 
distributor in exchange for higher margins.

In contracting directly with third-party 
service providers, manufacturers will 
naturally have to raise ex-manufacturer 
prices to cover the added costs. Even at a 
constant absolute margin, this model would 
mean a departure from the relatively lean, 
high-margin model that many MedTech 
manufacturers have adopted in China. It will 
also come with the burdens of third-party 
services, operations management, and 
additional compliance liabilities. 

Some manufacturers may choose to 
outsource, contracting service providers 
to distributors to keep the cost “in the 
channel” and thus avoid impact on their 
own P&Ls. It will increase manufacturers’ 
dependence on distributors, however. In 
addition, where channel margins have been 
very high, services at “fair price” may not 
match previous channel margins, leaving 
manufacturers exposed to questions about 
whether margins are “fair and reasonable.” 

How to define compliance frameworks for 
the contracted distributors and hospital 
service providers? 

Changes in the distributor engagement 
model call for a new approach to third-
party management. Historically, device 
manufacturers have preferred to engage 
a limited number of distributors for a 

Lead Facilitate Not involved ILLUSTRATIVE

Registration, pricing, reimbursmt

New account development

Product introduction

Provincial or city tender
Hospital listing
Demand and supply mgmt
Int’l freight and importation

Local warehousing
Local logistics

On-site support
Product demo and sampling

Academic support

To-hospital logistics

Services and maintenance

Customer order

Hospital inventory management
Accounts receivable

Professional education

Events and filed marketing

KOL management

Customer inquiry
Product return and exchange

Market 
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Demand 
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OTC & AR

After service

Supply and 
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?
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fair value? Manuf. T2 / service

Who does what?
T1

?

Exhibit 5: Manufacturers should map value-chain activities to determine the fair value of 
services
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wide variety of services in exchange for 
high margins. With fewer distributors, 
manufacturers will find it easier to exercise 
oversight. Under the two-invoice system, 
many distributors will transform into 
hospital service providers, and distribution 
margins will be redistributed among 
service offerings. Manufacturers will need 
to redefine the compliance framework to 
accommodate the transformation. 

An effective compliance framework will at 
least define the service categories, their 
respective fair market value, and expected 
concrete deliverables for each service 
category. Manufacturers will need to 
develop new mechanisms for performance 
evaluation and monitoring, including key 
performance indicators, methods and 
frequency of performance evaluation, and 
consequences for poor performance.  

The MedTech industry should be a partner in developing the two-
invoice system
As two-invoice experiments unfold in local 
markets and undergo continual refinements, 
manufacturers hoping to shape the system 
should consider a few factors:

 � Outcomes: The issues of quality, supply 
stability and access to proven therapies 
are not yet part of the public discussion, 
but they should be put on the table

 � Fair distributor competition: Current 
two-invoice pilots use “positive lists” of 
local distributors, distorting market forces 
and creating artificially strong bargaining 
positions for the selected distributors

 � Hospital procurement practices: 
Public hospital payment practices, such 
as long AR cycles, are among the root 
causes of China’s fragmented distribution 
landscape – and will remain a hurdle for 
more streamlined channel designs

 � “Loopholes”: The current system leaves 
some room for interpretation regarding 
exempt devices, rebates, secondary 

negotiations and so on, posing risks 
for all stakeholders as the government 
monitors their activities and interprets 
certain practices as transgressions

Industrial players, including device 
manufacturers, distributors and service 
providers, need to step up their efforts to 
cope with evolving distribution challenges 
and stay ahead of the competitive curve. 

Even more important, they should form 
constructive partnerships with central and 
local government authorities to flesh out 
system details and optimize execution to 
jointly improve access to quality therapies, 
foster fair competition and improve 
compliance throughout the marketplace. 

These partnerships will help all stakeholders 
achieve their common goals: better 
healthcare at lower prices for hundreds of 
millions of Chinese citizens. 
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