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Senior Director of Life Sciences Strategy & Solutions

iMany
I’m Marc Dresner and welcome to Inside MDRP, an executive interview series featuring many of the leading voices in the Medicaid Drug Rebate Program and other public sector reimbursement programs today.

Each of our guests will be featured at the 16th Annual Summit on the Medicaid Drug Rebate Program—MDRP—running September 14-16 in Chicago.
Joining us today is Jennifer Norton, Senior Director of Life Sciences Strategy and Solutions at Philadelphia-based iMANY, a leading contract performance management solutions provider.
Let’s focus on the anticipated AMP ruling that CMS is expected to release this summer. Can you provide some background please for our audience?
Jennifer: Absolutely. The Patient Protection and Affordable Care Act passed in March of 2010. As I’m sure most listeners know, this really had a huge impact on the pharmaceutical industry in terms of the government compliance requirement that each manufacturer had to suddenly deal with. Contained within the Patient Protection and Affordable Care Act, there were some changes made to the definition of the AMP to include sales only to retail community pharmacies. So, the AMP—average manufacturer’s price—is the calculation that manufacturers have to do in compliance with the Medicaid program. 
The definitions for this calculation have changed over the years. The last significant change was the Deficit Reduction Act of 2007. Then they changed again in March of 2010 with the Affordable Care Act. So, basically with this it is stated that mail order pharmacies, hospital outpatient and specialty pharmacies are no longer included in that AMP calculation. However, the legislation did not provide guidance on other types of drugs that are not sold through retail community pharmacies. 
Just as we were reeling from the effect of that legislative change, another change came along in August of 2010 called The Education Jobs and Medical Assistance Act, which specifically addressed those drugs that we now call the 5i drugs. So, 5i basically means drugs that are not dispensed through a retail pharmacy that are inhaled, infused, instilled, implanted or injected. They have a different rule that they use for the AMP calculation. 
Now, manufacturers were given this guidance in August with the expectation that they would implement it in October. So, a whopping six or eight weeks of turnaround time that they were given before they had to have this put into place. So, this is basically where we’ve been for the last nine months or so. Manufacturers have been forced to report AMP calculations based on what could really just be called a best guess methodology in lieu of any type of detailed guidance from CMS on how some of the nuances of these calculations should work.

Based on your experience, how well do you think that manufacturers are adapting to this situation right now?

Jennifer: Well, they are adapting as well as they can considering the situation. (Laugh)
Right. (Laugh)
Jennifer: But really, we haven’t been given any specific guidance on how we should do the calculations. We’ve only been given further guidance on how not to do the calculation. 

Of course.

Jennifer: Each manufacturer has to just make an educated guess and get, of course, guidance from their legal counsel about what the most conservative approach is. So, right now there are different ways that things are being done at every manufacturer and a lot of inconsistencies because nobody really knows which way is the right way. 
Right. And so while perhaps this might seem from a regulatory point of view like a pretty straightforward thing, it’s anything but. In fact, could you tell us what would be some of the business issues that might make these particular new categories more complicated than they might seem on the surface?

Jennifer: Absolutely. Well, first of all, there’s actual language in the legislation that is vague in itself. So, one example of that is they describe the 5i category as drugs that are not generally dispensed through a retail community pharmacy. Well, that’s sounds straightforward, but when you have to assign an actual calculation to it, how do you draw the line between generally dispensed and not generally dispensed? If 10% of a drug's sales are through retail community pharmacies, is that enough to consider it a retail pharmacy drug? Or is that considered not generally dispensed? Where do you draw that line? So, that’s one example. 
Another example is that there are certain drugs that are not retail community pharmacy drugs, but also don’t fall into that 5i category that they’ve defined. So, they gave you these injected, inhaled, infused, etc. categories, but then there is an entire class of drugs that may not fall under 5i, but are also not sold through retail pharmacies. So, in those cases we have absolutely no idea how to do the AMP calculation and for manufacturers who have those types of drugs, they really have to take an educated guess on what to do with those.

But there is one issue that is kind of lingering out there right now. This is probably the biggest one that is at the forefront of everyone’s minds right now. This is how to handle drugs where the destination is unknown. So, this is a common issue in the industry where drugs have been sold through wholesalers, where the manufacturer doesn’t have a paper trail of where the drug went next. If the drug was sent from the wholesaler to another customer that doesn’t have a contract with the manufacturer or that doesn’t receive a discount, there may not be a chargeback transaction to show that a retail pharmacy received the drug. So, in the past manufacturers would, by default, include those sales. But, with this going forward, the way that this legislation is looking, there may be the need to more specifically identify when those transactions have occurred and make sure that they are properly accounted for.
What are some alternate ways, for example, that these transactions could be identified and used in the AMP calculation?
Jennifer: Before I jump into this, just a quick overview of how the calculation has been done up to this point. We call it kind of the “exclusion method”. The exclusion method is where you start out with all of your sales and then you identify the sales that you know happened that can be excluded and you subtract those out. What you are left with is a grouping of sales that may or may not be retail community pharmacy, but you’ve only excluded the ones that you know that you can exclude. 
The way that we are talking about potentially changing this moving forward is what you might call an “inclusion method”. And with this inclusion method, you are basically pulling everything that you can positively identify as being a retail community pharmacy sale instead of the other way around. 
One way that the industry is speculating that CMS might address this is through EDI 867 data. So, within the EDI format, this is one that’s called the Product Transfer and Resale Report. Basically, it shows all of the sales between a wholesaler and a wholesaler’s customers. In theory, it’s a good way to identify these sales because it does show every transaction between the wholesaler and their customers.
However, there are some challenges with this, as well. First and foremost, that 867 data, while it may show you the actual sales, it doesn’t include any kind of the classic trade or classification of the customers that were in those records. So, a manufacturer would have to have some way of picking through these rows and rows and rows of transactional data and assigning classes of trade to those sales. So, that exercise would be a huge administrative burden to implement. 
Above and beyond that, most manufacturers don’t actually receive all of their 867 data from wholesalers. So, it could be a very costly proposition to suddenly have to go get all of this data from wholesalers. Some manufacturers are estimating that it could cost millions of dollars a year just to receive that 867 data to be able to use it in the AMP calculation.

Now, once they’ve received the data, the question is whether or not the data is complete. The 867 data tends to have data where the customer information is blinded and certain, entire transactions are kept out of it because of contracts between the wholesaler and their customers. So, here we are looking at building an entire framework of government compliance calculation around this data set that’s very problematic in its nature. So, that’s one example of some of the things that the industry is worrying about right now. 
We’ve heard that CMS is planning to address this whole topic of how to identify the retail pharmacy sales in this new ruling. At this point, I don’t think anyone can predict what’s going to happen. But, I do think it’s fair to say that the whole industry is seeing the traditional exclusion method as the most reasonable option given the data that’s out there. So, if this 867 data does turn out to be CMS’ recommended approach, it’s going to be extremely controversial and is likely going to introduce a whole new set of issues that the industry hasn’t had to deal with up until this point.

Are there other topics related to AMP that we might see addressed in the new ruling?

Jennifer: Well, I think that the other one that everyone is really hoping to hear about is baseline AMP and whether CMS is going to allow manufacturers to restate baseline AMPs based on this new methodology, just like they did with the Deficit Reduction Act of 2007.

We’ve been hearing that manufacturers are going to be expected to implement the new guidelines in October of 2011, I believe. If this does turn out to be the case, how can manufacturers possibly comply with it in time to meet this deadline?

Jennifer: That’s a great question, Marc. It’s going to be tough. I think for every manufacturer, it’s going to be a challenge. But there are some things that manufacturers can do starting now to really prepare themselves. Start project planning right now. A lot of manufacturers are saying: “We are waiting to see what CMS does.” Well, your project plan should be ready right now so that you can just insert the details into it when the actual ruling comes out. 
Most manufacturers at this point are using automated government pricing calculation systems and if you are doing that, it’s important that you are working in partnership with your software provider so that you can work as a team for a quick response if any changes should be required based on this new legislation. 
It’s important that manufacturers start dusting off right now their AMP policy documentation and all of their internal definitions and things because there’s going to be an updating process and a revision process to those policy documents. That kind of thing needs to start happening now, as well. So, really the best thing to do is assemble the team within the manufacturer as if you’re going to start implementing these changes now and make sure that everybody is ready so that when the time comes, you can make a quick turnaround and get your updates out the door as quickly as possible. That said, it’s still going to be a very aggressive process for every manufacturer no matter what tool is being used.
Jen, you’ve given us some pretty sound advice here. Thank you for clearing away a lot of grey regarding CMS’ upcoming AMP ruling.

I want to remind our listeners that, according to what you’ve said, we are not entirely helpless. There are things that they can do and should be doing at this point.

Jen, thanks for joining us.

Jennifer: Thank you so much, Marc.

For those of you that would like to learn more, Jennifer Norton will be speaking on “New Contract Management Strategies and Practices Following Healthcare Reform” at the 16th Annual Summit on the Medicaid Drug Rebate Program running September 14th through the 16th in Chicago.

For more information or to register, please visit www.medicaiddrugrebates.com 

Until next time, this is Marc Dresner for MDRP Perspectives. Thanks for tuning in.  
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