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#[E1—1—1 Memorial Hermann Texas Medical Center

Mr. Dan Humphrey, VP of Supply chain and Surgical Support

Mr. Chris Toomes, Senior systems director, Supply chain management and sterile processing
Memorial Hermann Texas Medical Center

February 29, 2016

02:30 p.m.-03:30 p.m.

We are in charge of the supply chain here at Memorial Herman. So we have a history with
reprocessing at this hospital.

Originally Stryker was the largest detractor for remanufacturing as far as OEMs go. We have seen this
industry change over time and so has Styrkers opinion about since they acquired Ascent. We are
currently Strykers largest customer of remanufactured devices, and we do quite a bit of collections
with them too.

This hospital started using/buying remanufactured medical devices in 2006. Over the years we have
changed partners a few times. First we were involved with Vanguard, and then it became Ascent, nhow
they are Stryker Sustainability Solutions. So we have been involved for a very long time.

Some of our early concerns were, what if a device was to fail, and we become involved in a lawsuit.
But this quickly became irrelevant because Stryker takes full responsibility for all devices that are
remanufactured by them. Also if there is a device that looks to be defective or fails it is quickly
replaced by Stryker for a new one. In fact there has been more OEM device failures then with the
Stryker devices.

If a there were to be a failure with a remanufactured device from Stryker, both our hospital and
Stryker are very diligent in making sure that a full report is made, the failure is tracked, and the device
is sent back to Stryker to do a root cause analysis.

Also when Stryker bought Ascent we feel that there has been more credibility to the remanufacturing
industry and this has been very positive for us. The credibility and knowing that a large OEM is
involved in this allowed us to more comfortably begin to adopt the more expensive and difficult SUDs
that are in their catalogue. So we have been aggressively adopting more and more remanufactured
SUDs into our hospital. | would estimate that across all of the groups in this hospital group, we save
annually between 5 and 6 million dollars. This is just from remanufacturing, and does not include the
savings that we get from more competitive OEM pricing as a result of remanufacturing. So there is a
real savings here, and we are looking to further adopt remanufacturing where we can.

Our hospital to get rid of and incinerate our waste it costs us 48 cents/lb.
Remanufacturing/Collections allows us to divert about 75,000 lbs of waste annually so there is a
savings here as well.

A large part of the savings that we had experienced was with harmonic scalpels; this is a very
expensive device that everybody knows can be reused if remanufactured properly. As | understand it
the OEM has put a kill switch inside of the device to prevent remanufacturing which is frustrating for
us.

As | mentioned earlier we are a hospital that does a significant volume of remanufacturing, in order
to achieve this we really took a slow approach to adoption. In the very beginning we started with
simple things like pulse oximeters because | felt that it was important that we start with the nursing
floors/stations. The success of this program at our hospital is based on the confidence that our staff
has in the products as well as in our partner who is Stryker. The nurse station allowed us to internally
build credibility for these devices. We then moved on to the cath labs, because the nature of these
devices is such that they are less invasive then a trocar for example, we then moved to ultrasound
catheters, and then harmonic scalpels, and then finally trocars. This gradual approach as well as the
steady and controlled adoption has made this program very successful here.

Additionally this initiative was very much KOL driven. In the early days when we approached KOLs and

_19_



#E1—1—1 Memorial Hermann Texas Medical Center

they said “we use these devices and we have had no problem with them,” this was very helpful.

Our pulse oximeters come from our distributer, Cardinal. Our GPO is buying these because they are
the same as the OEM, but have competitive pricing. The only way that we get new ones is if there is
no stock of the remanufactured ones.

| do not think that our hospital adopting remanufacturing has eroded our relationship with the OEM.
What has happened is that it has made the OEM try harder, which is positive for me. Biosence has a
remanufacturing company that they have bought recently, and this always seemed fishy to me,
because we were so used to hearing them claim that a remanufactured device is less superior to an
OEM device, and now they are remanufacturing as well. But as a result of this industry getting larger
OEM prices have dropped dramatically, in some cases even down to remanufacturer levels.

In the beginning most doctors were dubious about the cleaning process and its validation. | have been
fortunate enough to see the SSS plant as many other doctors have, and it is eye opening. All of the
initial doubt is expelled and you see how what they are doing is truly remanufacturing. In addition the
full guarantee from the manufacturer (which becomes Stryker) also helps because they are backing
their product in the same way that an OEM would. It is simply not any different then buying from a
OEM.

Currently we purchase about 300,000 pulse oximeters a year, half of this volume is remanufactured.
We would like to push the remanufactured closer to 100% but there are reasons why we cannot do
this. One is that we need continue to purchase brand new devices in order to be able
collect/remanufacture. And the other is sometimes there is no stock of remanufactured available.

We do not do informed consent what so ever because the devices are same. They are used for the
same purposes and they deliver the same results. One issue that | did remember is that we are now
buying the device for half the price but the cost of the procedure is the same. But in the end the
remanufactured devices have become part of the hospital system and are integrated into our system
and procedures in the same way that an OEM device is. Also the doctors at this hospital are
incentivized to save money and in effect use remanufactured devices.

Collections have also been very important for this hospital. We collect everything we can, and the
Stryker bins are all over the hospital. | will also add that the bins have a 510k as well. We have
invested zero resources from our side for collections Stryker handle everything. It has reduced our
waste, it has also improved workflow because we no longer need to collect everything and put them
into hazard bins and handle the waste process ourselves. Usually the representatives from SSS come
in once a week to collect the devices.

An additional area of savings has been with open and unused devices. We send these devices that are
open and unused to SSS they re sterilize and re package and then we have the option to buy them
back for half the price.

We do run into problems with the OEMs because of the remanufacturing. For example in contracts
most OEMs will typically have a clause that states this price is only if you do not purchase
remanufactured devices at your hospital. When we see this we draw a red line through it and then
send the contract back to the OEM. We also run into problems with OEMs trying to sabotage the
remanufacturing business here in the hospital. Typically they will give papers to the doctors, which
state that remanufacturing is not safe. When this happens the sales staff responsible as well as
his/her boss are called into my office and they are banned from Memorial Herman hospitals for 60
days and are fined. This was very common until about three years ago. It took the OEMs a very long
time to realize that this behavior and sales tactic was ruining their relationship with us. Most of the
OEMs have done this; Ethicon comes to mind very quickly as one company that has repeatedly done
this. We understand that these sales people are rewarded for selling and getting contracts but we do
feel that putting another company at a disadvantage in our hospital is unacceptable. We look at all
devices on a level playing field. | do wish that the OEM sales people became less about the sales and
more focused on providing a good service to the hospitais.
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This hospital started using/buying remanufactured medical devices in 2006.

Some of our early concerns were, what if a device was to fail, and we become involved in a
lawsuit. But this quickly became irrelevant because Stryker takes full responsibility for all
devices that are remanufactured by them. Also if there is a device that looks to be defective
or fails it is quickly replaced by Stryker for a new one. In fact there has been more OEM
device failures then with the Stryker devices.

If a there were to be a failure with a remanufactured device from Stryker, both our hospital
and Stryker are very diligent in making sure that a full report is made, the failure is tracked,
and the device is sent back to Stryker to do a root cause analysis.

When Stryker bought Ascent we feel that there has been more credibility to the
remanufacturing industry and this has been very positive for us. The credibility and knowing
that a large OEM is involved in this allowed us to more comfortably begin to adopt the more
expensive and difficult SUDs that are in their catalogue. So we have been aggressively
adopting more and more remanufactured SUDs into our hospital. | would estimate that
across all of the groups in this hospital group, we save annually between 5 and 6 million
dollars.

Our hospital to get rid of and incinerate our waste it costs us 48 cents/lb.
Remanufacturing/Collections allows us to divert about 75,000 Ibs of waste annually so there
is a savings here as well.

A large part of the savings that we had experienced was with harmonic scalpels; this is a very
expensive device that everybody knows can be reused if remanufactured properly. As |
understand it the OEM has put a kill switch inside of the device to prevent remanufacturing
which is frustrating for us.

We are a hospital that does a significant volume of remanufacturing, in order to achieve this
we really took a slow approach to adoption. In the very beginning we started with simple
things like pulse oximeters because | felt that it was important that we start with the nursing
floors/stations. The success of this program at our hospital is based on the confidence that
our staff has in the products as well as in our partner who is Stryker. The nurse station
allowed us to internally build credibility for these devices. We then moved on to the cath
labs, because the nature of these devices is such that they are less invasive then a trocar for
example, we then moved to ultrasound catheters, and then harmonic scalpels, and then
finally trocars. This gradual approach as well as the steady and controlled adoption has made
this program very successful here.

Our pulse oximeters come from our distributer, Cardinal. Our GPO is buying these because
they are the same as the OEM, but have competitive pricing. The only way that we get new
ones is if there is no stock of the remanufactured ones.

I do not think that our hospital adopting remanufacturing has eroded our relationship with
the OEM. What has happened is that it has made the OEM try harder, which is positive for
me. Biosence has a remanufacturing company that they have bought recently, and this
always seemed fishy to me, because we were so used to hearing them claim that a
remanufactured device is less superior to an OEM device, and now they are remanufacturing
as well.

In the beginning most doctors were dubious about the cleaning process and its validation. |
have been fortunate enough to see the SSS plant as many other doctors have, and it is eye
opening. All of the initial doubt is expelled and you see how what they are doing is truly
remanufacturing.

Currently we purchase about 300,000 pulse oximeters a year, half of this volume is
remanufactured. We would like to push the remanufactured closer to 100% but there are
reasons why we cannot do this. One is that we need continue to purchase brand new devices
in order to be able collect/remanufacture. And the other is sometimes there is no stock of
remanufactured available.

We do not do informed consent what so ever because the devices are same. They are used
for the same purposes and they deliver the same results. One issue that | did remember is
that we are now buying the device for half the price but the cost of the procedure is the
same. But in the end the remanufactured devices have become part of the hospital system
and are integrated into our system and procedures in the same way that an OEM device is.
Also the doctors at this hospital are incentivized to save money and in effect use
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remanufactured devices.

Collections have also been very important for this hospital. We collect everything we can,
and the Stryker bins are all over the hospital. | will also add that the bins have a 510k as well.
We have invested zero resources from our side for collections Stryker handle everything. It
has reduced our waste, it has also improved workflow because we no longer need to collect
everything and put them into hazard bins and handle the waste process ourselves

An additional area of savings has been with open and unused devices. We send these devices
that are open and unused to SSS they re sterilize and re package and then we have the
option to buy them back for half the price

For example in contracts most OEMs will typically have a clause that states this price is only if
you do not purchase remanufactured devices at your hospital. When we see this we draw a
red line through it and then send the contract back to the OEM. We also run into problems
with OEMs trying to sabotage the remanufacturing business here in the hospital. Typically
they will give papers to the doctors, which state that remanufacturing is not safe. When this
happens the sales staff responsible as well as his/her boss are called into my office and they
are banned from Memorial Herman hospitals for 60 days and are fined. This was very
common until about three years ago. It took the OEMs a very long time to realize that this
behavior and sales tactic was ruining their relationship with us. Most of the OEMs have done
this; Ethicon comes to mind very quickly as one company that has repeatedly done this. We
understand that these sales people are rewarded for selling and getting contracts but we do
feel that putting another company at a disadvantage in our hospital is unacceptable. We look
at all devices on a level playing field. | do wish that the OEM sales people became less about
the sales and more focused on providing a good service to the hospitals.
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Re-manufacturing has a long history in the U.S. and Germany and will begin in the UK and EU later this
year. Asyou know, reimbursement in all of these markets is the same for both re-manufactured and
OEM devices. The reason for this is that the devices are viewed as equivalent. In the early days, CMS
issued guidance stating that reimbursement would be the same. One of the reasons for this was the
desire to incentivize a practice that saves money for the healthcare system and reduces waste.

As you learned in your visit to the UK, the UK doesn’t plan to initially allow the re-manufacturing of Class
| devices. I think they will eventually change their minds on this as the EU plans to allow Class | re-
manufacturing. The reason the UK has decided not to is that they don’t currently have much significant
oversight for any for Class | devices and they don’t think the savings will be significant enough to
warrant one —for now. In the U.S., Class | devices don’t require pre-market authorization; however,
manufacturers do have QMS-like requirements (Quality System Regulation/Good Manufacturing
Practices). Internationally, this is much akin to I1SO 13485 compliance. The process is primarily paper-
based, but FDA is required to audit facilities from time-to-time.

Canada has issued a memo allowing re-manufacturing under existing medical device requirements there.
Australia hasn’t issued a guidance document yet but will allow re-manufacturing based on existing
regulations.

In all markets that | am aware, the reimbursement is the same for re-manufactured and new devices.
This is important, especially for EP, because it improves the profitability of these procedures which
historically haven’t been very profitable because of the time they require and the high cost of devices.

The industry has been around in the US for 20+ years and has been regulated in the U.S. since 2000.
Stryker is the dominant player and probably has close to 70% of the market — they acquired a number of
companies and the industry is fairly consolidated with only a few major players. Stryker does Class | and
Class |l products. Sterilmed (acquired by J&J) used to be #2 but has likely fallen to #3. J&J doesn’t really
support the business and has allowed it to decline. For them, re-manufacturing is being used as a way
to fend-off other re-manufacturers. They offer re-manufactured products but then they don’t actually
provide them. Because the price of the new product is so much higher than the price for the re-
manufactured product, the sales representative has no incentive to offer the cheaper product.
Sterilmed is now probably #3 and I'd put Medline Renewal at #2 and then Hygia at #4, but they mainly
reprocess Class | devices. Covidien (acquired by Medtronic) also offers re-manufactured Nellcor puise
oximeter sensors but this business is pretty small and it will be interesting to see if Medtronic supports it
now post merger with Covidien. There are also some other small players such as Renu (a small
company in the Northwest) and Northeast Scientific, which has a varicose vein ablation product. There
are other small companies that only have a few products but they aren’t that significant and are hard to
track.
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