Transcript for 2007 VeHU Session #118

Transcript for 2007 VeHU Session #118


Pharmacy Regulatory Issues (The Enforcer)
Jeff Ramirez:  Good afternoon.  We’re on the home stretch now.  Pardon me if I look a little unfocused, in order to see the screen I had to put on my reading glasses, so it’s just showing my age.  I’m going to talk a little bit about some local regulations or facility and VISN level issues that you’re going to have to contend with.  Some of the controlled substance issues are still also in my responsibility, but John’s going to cover them in the context of the SOARS evaluations.  John is then going to cover more of the enterprise-wide or VA national level policies that you’ll be interacting with on a day-to-day basis.  And then Lynn is going to finish up by talking about some global or more United States level issues, and even some international things that are starting to happen.
As you know, the Joint Commission of Accreditation of Healthcare Organizations is no longer JCAHO.  They are the Joint Commission, or the Joint, whatever.  John is going to cover SOARS in more detail, but the SOARS programs are one of the programs that you’re going to see at least on a once every three year cycle.  At your request they will come in and check you in readiness for coming up for the Joint Commission accreditations, and also for the combined assessment program surveys by the Office of the Inspector General.  I’m also going to talk a little bit in the next several slides about the relevant patient safety goals, and the ones that are going to be new for next year.  And cover the recent discussions you’ve seen on Medication Management 4.10.

This is a change for 2008, it’s a new safety goal.  The goal number 3 is going to be “improve the safety using medications”, but the focus 3E is the new piece, is “to reduce the likeliness of patient harm due to the use of anticoagulation therapy”.  I believe there was a presentation earlier on weight-based heparin prescribing, on protocols, but these are the kinds of policies you’re going to have to try to address through Medical Center.  Look up the consistency with which your local policies cover heparin, low-molecular weight heparin, and our favorite, our warfarin clinics.  We’re not all quite the same, and we are going to attempt to get a small working group together to try to look at the standards, especially for warfarin clinics, to see if we can come up with if not a standardized protocol at least a recommended method of handling it nationwide.  You will be having to rewrite these policies and ensure that the Joint Commission will be looking at these.

Another one that’s going to be a change, and this is goal 7 to reduce the risk of healthcare-associated infections.  Before we only had to comply with the Center for Disease Control hand-washing, and that’s fairly consistent.  But this year they added in the World Health Organization.  Whatever your local policies are, you need to be consistent.  You can’t have the pharmacy using one set of standards and the nurses on the ward using a different set of standards.  So with infection control, nursing staff, and your ID people, decide what the plan is going to be for the facility and then standardize your hand-washing guidelines.

This one stays the same.  This was the presentation The Good, The Bad, and The Ugly.  To accurately reconcile medications across the continuum of healthcare risk to reduce the risk of medication errors.  This is no change, it’s not going to go away until they think we can do this.  You saw four fairly good methods of accomplishing that task, and I do know that there are other physician groups, including one in Tampa, Florida throughout VISN 8 that are looking on ways that they can comply with.  Medication reconciliation isn’t just ours.  It belongs to the whole facility.  So whatever your hospital policy that you develop, it should be a combination of standard practices for pharmacy, for nursing, and for the providers themselves.

This is one that I answered a lot of e-mail on, and it still keeps coming up.  It’s pharmacists must review all orders prior to admission.  The two exceptions that came about were the emergency department and the radiology, and in interim action they rescinded those particular areas.  However, the Joint Commission still would like to be in a posture of having all medication orders reviewed by a pharmacist.  Some of our more innovative people, like Anthony Morreale, a Chief in San Diego has been successful in actually submitting a proposal and he got 4.6 pharmacists for the emergency department.  Now I’m planting a seed here.  If this comes to pass and we are going to have to take, especially at the Level 1 complexity hospitals, and our emergency departments are busy enough, you have to think about how could I comply with that action if necessary.  It will take more staff.  There’s no real easy way to do this unless we start talking about things like standing orders that are in CPRS that can be activated.  This also comes in conjunction with the first dose of antibiotics for community-acquired pneumonia.  We expect a revision late in 07, and as soon as that comes out or we see the discussion, I will be on e-mail to all the chiefs and the other relevant groups to inform you of those changes.  One of our potential solutions, if we can get the funding, is called Inpatient Medications for Outpatients, associated with BCMA.  Now these are programs on the books, we have to change -- the pharmacy pieces of these are almost completely done -- what needs to be changed are the location pieces and some software programming in CPRS.  But this would allow us then to have, like I mentioned, the standing order or pre-existing order that they could then activate, which we could then review, in advance of the patient receiving a medication let’s say in a clinic.  It’s certainly being used in considerable interest for our oncology patients so we can administer IV’s.
Our friend.  USP 797.  I’ve given you the references here for you to look at on your own.  I’m not going to try to go in any great detail on this.  The USP, through a lot of communication and discussion from the field, decided to revise the existing standards, and you’ll see the proposed changes to the chapter on that first URL on the top of the page.  They’re going to do something very uncharacteristic of USP.  In the past if a change came about you had to have a subscription to the full USP and you’d get it in the next change insert, or you’d have to buy the whole book.  They have agreed to put the final version on their website free of charge in a PDF format for you to download.  Now I know this is the last week of August, and they did say it was going to be there, but the last time I looked it was not quite published as yet.  So we can expect these standards to come out.  They will probably be a little bit more strict in terms of the ISO standards for the IV rooms and the oncology rooms.  If you want to look at all the things in the dialog on it, the second URL is the main USP chapter 797 site.

We’ve been kind of wrestling with FDA medication guides.  Now these technically have been around for a while, they are required on designated drugs in addition to patient medication instruction sheets that we currently print.  They’re supposed to be provided by the manufacturer but there was a recent FDA hearing on requiring pharmacists to provide the medication guides.  These are not small.  They range in size from 3 pages to 31 pages.  They’re designed to give patients sufficient information to appropriately use the drugs, recognize side effects, and report anything back to their providers.  You can see a listing of all of the currently published medication guides on that website that I’ve given you for the FDA.  Now we did provide comments, Jeanne Tuttle and I, and Tim Stroup were presented, we correlated our comments and basically informed the FDA we felt that this would be an ownerous requirement.  It remains to be seen what the final regulation is going to say, but we just want to let you know it’s coming.
I’m going backwards.  This is an old one.  This is VHA directive 98020.  This is the drug accountability directive.  It was published in March of 1998.  It really made the use of this software mandatory.  And I’ll tell you the purposes, not so much for inventory control because we admit, it’s not a very good inventory control package.  It’s the impact it’s going to have on E-pharmacy claims.  There was a little hiatus when we switched from Amerisource over to McKesson on our ability to upload our invoices.  But if you do use the new SMO system and you do upload your invoices, it’s going to update all of your NDC information and bring over at least the correct cost.  The alternative to this so that you have NDC numbers that won’t reject on filing an electronic claim is to manually edit the drug file.  That is a very tedious and very time-consuming thing to do.  So we encourage you, if you’re not, and we do know who you are, if you’re not using drug accountability I’d really encourage you very much so to at least put your invoices in and to make sure for controlled substances you’re following the requirement to keep a perpetual inventory.

Now I’m going to turn it over to John, who’s going to cover a lot of the enterprise-wide issues, and as I mentioned, since I’m responsible for controlled substance policies, I fully expect I’ll be getting questions on this later or e-mails for clarification.  John?

John Lowe:  Alright, I’m going to talk about the external and internal review programs, and I’ll spend most of my time talking about the OIG cap, the combined assessment program, the SOARS program and really why that was developed in response to some of the reports that were going to Congress, and the same recommendations being made over and over and VA getting frustrated why we couldn’t correct some of those issues.  And then Government Accounting Office, they’ve done some reviews of our inventory management programs and I’ll talk about those briefly.  Jeff is the expert in Joint, so I’m going to let that pass.  DEA I’m not going to talk about, although they come into our facilities occasionally for our methadone programs, but they’re not regular auditors for our programs.  Jeff does work with IG on setting their priority at facilities to be reviewed, and we did recommend all the folks in the back row your facilities be this year.

The OIG cap review program is really a program where they bring in all of their divisions.  Typically they’ll bring 8 to 10 people into your facility for at least a week, they bring in representatives from the audit division, the inspection division, and the investigation division.  And that’s the group that carries the guns and has badges.  They’re trying to get into all the facilities now every three years.  In the past they went to a lot of facilities frequently and some facilities very infrequently.  And they’re really trying to change their philosophy now and get to everybody on a three-year cycle.  Now SOARS is trying to duplicate that, and SOARS is trying to get to your facilities, hopefully we’ll get a schedule where we can come in advance of IG by six months and give you a chance to make corrections before they come and put their recommendations in a report to Congress.  The IG purpose of the combined assessment program is really to evaluate how well we’re taking care of patients.  Do we have access to care, is the care we’re providing high quality, and then their other big issue, and it seems like they focus more on this, or they did focus more on this in the past, is fraud, waste and abuse.  Are we fulfilling our responsibilities as a government organization to follow our own rules, are we doing the correct purchasing, are we making sure we limit the ability for people to divert funds or materials out of our pharmacies?  And then they’ll do fraud and awareness training.  They’ll try to make sure the staff in the facilities are aware of their responsibilities to not only protect our assets, but to report if they suspect someone else may not be protecting our assets.  So if you as a government employee suspect someone is diverting drugs out of your pharmacy, you have a responsibility to report that to your supervisor or someone else in the chain of command.  And the IG will try to do awareness training while they’re at your site and get as many people there as they can to publicize that responsibility, and make sure you’re aware of the 800 number and how you can make those type of calls.

So when they come into a pharmacy what are they looking at?  They’re looking at environment of care just like they do throughout the facility, is your pharmacy clean, they look behind your ATC machines or whatever you have in the inpatient pharmacy and try to make sure that you have a clean, safe environment.  They look at purchase cards, and that’s not the primary focus in pharmacy, but we do have purchase cards and therefore they look at how we control those purchase cards, do we use them appropriately, are we following all the rules.  Controlled substances you know has been a hot issue for years.  They’re actually giving us a break this year, they’re kind of backing off on controlled subs right now and not spending as much time on that, but it will come back and so we have to be on our toes and make sure we’re in full compliance.  Physical security is a big issue, making sure that our pharmacies meet all the physical security requirements, and surprisingly we don’t.  You would think it’s pretty straightforward.  We have ballistic glass, we have locks, metal doors, all these kind of things.  But when they look at it in the past almost 50% of our pharmacies didn’t meet the physical security requirements, so it’s good to go back and take a look at your pharmacy and make sure you are in compliance.  And we spend almost four billion a year on drugs, a lot of material goes through our pharmacies, and how do we manage that material?  Do we have stock levels?  Do we know how to rotate stock?  Do we process returns?  And so they look at all those issues, and I’ll talk about that in a little bit more detail.
Just to give you an idea why they focus on pharmacy, I went on the IG website and just pulled up their last six-month report, and these are some of the things I pulled up.  VA pharmacist convicted of stealing almost three-quarters of a million dollars worth of drugs.  A nurse diverting over a thousand doses of controlled substance over a number of years.  And again what they wonder is how does this go on year after year after year and never get picked up.  Privacy is becoming a big issue, that when we make a mistake in our mail program and we mail something to the wrong patient, that becomes a privacy violation now because you’ve mailed a medication and a name to someone that it wasn’t intended.  So that has to be reported now as privacy violations.  We had a pharmacy manager that had to plead guilty to conflict of interest charges.  I think in this particular case the pharmacy manager was negotiating with a company that we did business with for a job, and we have restrictions, as government employees when we’re doing business with certain companies we can’t be negotiating with that company for a position.  And finally, there was an employee that accepted a gift from a pharmaceutical company.  Again, we have a lot of rules, can’t have more than $20 gift, more than $50 in a year, and it’s easier just to say you have a zero tolerance policy, you don’t accept anything, and that’s the best way to just avoid all those kind of issues.

Environment of care.  When I looked at the IG report under environment of care there’s some things that may not seem like environment of care, but that’s where they’ve put it in their report.  One was the med room key.  So you have a push button lock on the med room to try to improve security, they tape it up.  Not too secure.  Pyxis reports, Omnicell, whatever, not resolving discrepancies.  So if nurses, depending on the policy at your facility, what’s the policy for resolving discrepancies at each day?  Do they have to do it at each shift, each day, but whatever the policy is, there’s a requirement to follow it.  They look for prescription pads.  They understand that pads are stolen, prescriptions are forged, and they try to pass those on the outside.  So when they’re in your facility they’re going to look for prescription pads laying around your pharmacy, laying around the clinics, in offices, they’ll go in offices and open a drawer if it’s not locked and they can find prescription pads.  That’s the kind of issues they’re looking for.  And medication temperatures, even IG is looking at that now.  I think it’s become such an issue with Joint Commission and other folks, the IG is starting to look at that also.  You need to look at well there’s money, there seems to be money available this year and hopefully next year, you can get some of those automated systems to help monitor those temperatures and get away from the old log books.
Just briefly on purchase cards, again, it’s following the contracts.  Using that card appropriately.  We’ve had issues where people have bypassed our national contracts, bought open market, received some kick-backs.  That’s why we have those kind of rules set up, we have mandatory contracts, you’re supposed to use those first.  And so if you’re the approving official or the supervisor, someone with a card, you have to make sure that person is aware of the requirements.  Also that that person feels free if somebody is telling them to purchase something open market when they know there’s a contract item available, that they feel free to bring that forward to somebody and get a different opinion.  There’s requirements on reconciling purchase card orders, certain time limits we have to meet, and they look at that.  That’s more part of the audit that they’re looking at fiscal.  Fiscal is really responsible for those audits, but again, as we supervise folks that have cards then we have some responsibility also.

And then the most common thing they look for and they always find is splitting purchase orders.  So if your card limit is $5000 or $2500, and you need to buy $4000 worth of material, you spend $2000 today and $2000 tomorrow, and you stay within the limits of your card but you’re really bypassing the intent.  And that’s what they’re looking for.  So they look for split orders, so make sure your cardholders are aware that they can’t split orders.

I’ll talk a little bit about controlled drugs.  Like I said, they’re not looking at that right now, so I think Clay said he’s got IG coming in the next few months, they probably won’t look at that now but I think they will eventually because it’s just such a hot topic.  We have a requirement for random unannounced inspection.  So random means it could happen anytime in the month, and if you look back, and I know pharmacy is not responsible for the inspection program but we certainly know a lot about it and we can help educate the coordinators.  Random means they don’t all happen the last week of the month.  We all know that’s pretty common.  So we need to help coach those people.  Maybe in June it happens the last week of the month, in July it happens the second week, August the first week, you shouldn’t be able to predict when the inspection is going to happen.  And unannounced means just that, that they show up, they don’t call ahead and say John, can I come in at one o’clock today, would that work for you?  There’s some areas where you know, some of the OR’s, cath labs, where it doesn’t make sense to go at certain times, and you can work with your coordinator on that.  Just don’t put that in writing.  You can make a friendly recommendation that it probably is not good to go to the OR Monday morning at 7 o’clock, but don’t put it in writing.
And then research continues to be a problematic.  Some research areas have their own DEA number and they’ll order their own meds, and then it never gets through the pharmacy package, never gets in the inspection program, and then there’s still the problem with the university drugs occasionally coming up to our facilities.

And then the last requirement, I think everybody was aware of the big diversion we had a few years ago down in the South, where a supervisory pharmacist was forging prescriptions and entering scripts into the system, filling them, checking them, taking them to the window and taking them out.  Again, that’s why they changed the policy to require a hard copy verification now.  So we have to go back and randomly verify 50 prescriptions in outpatient and so many orders on each inpatient unit to make sure that there’s an order for all those dispensing activities just to support that.

There’s a requirement to look at the drugs held for destruction, that we have to include those in our monthly inspection.  We don’t have to open them, we don’t have to recount them, but if you say you have ten packages the inspector should verify we have ten packages in the vault.  

Our 72 hour requirement.  If your pharmacy is open 7 days you have to count your inventory two days a week.  If you’re open 5 days, two days a week, 7 days, three days a week.  The IG will look at that, they’ll go back, they’ll make sure that you have all those required inspections in place.  They’ll often ask when was the narcotic tech on vacation and check that week, because that’s common that the person covering doesn’t do all those.  They’ll look to make sure that they were all completed, so if you have a lot of items they’ll make sure that every item got checked, and if there is discrepancies that there is a resolution to those discrepancies.  So they’re pretty thorough.  They spend a lot of pre time before they come on-site, looking through your records.  They’ll know more about it than you probably will by the time they show up, so it really pays to do a good job up front and know what you’re sending them.

There was some issues with inspectors appointed indefinitely, so there is a term limit of three years.  Again that’s to try to prevent inspectors from becoming too familiar in the program, developing collaboration, collusion with some of the people, so there is a three year term limit.  And then they’ll also do a mock inspection many times and they’ll go to the unit, they want to observe an inspector, they want to see does the inspector know how to check hard copy orders, do they know how to look at the Pyxis machines, do they have a cheat sheet to tell them everything they have to do on that unit.  They’re trying to assess the competency of that person, and if they find they’re not competent or they don’t seem like they’re competent, then they’ll ask about the training program.   What type of training program do you have, do you meet the annual training requirement, is it documented, and so they’ll dig a little deeper.

A big issue for the IG has been reporting of losses.  When we have a suspected loss we have a requirement in our handbook to report it to the VA police, report it to central office, Jeff gets all those and keeps track of that, report it to the IG, and what they’re looking for is instances where we had a loss and they never found out about it.  So you want to make sure we have all those steps covered.  

Access to the vault.  In the past we had a requirement that access to the vault was limited to less than ten people, and that was taken out of the last handbook because we understand some of these 24 hour tertiary care pharmacies need more than ten people.  But now the number of people with access can be set by the Chief of Pharmacy, but it’s got to be in a policy.  You just have to develop a short policy defining who has access and why they have access, and then you’ll be covered.

Make sure we cover the controlled substances, so if we have lorazepam in a refrigerator up on the units, that that’s covered in the monthly inspection.  Unsealed liquids have to be measured.  We all understand we’re going to lose a lot when we measure those thick viscous liquids, but that doesn’t really matter.  What matters is our policy says we’re going to measure them, and so if you don’t have it in a graduated bottle then you’re going to have to measure them.  And again, when they’re doing their mock inspection, that’s when they pick those kind of things up.  

And then securing our controlled subs at the window.  If you fill them in the vault and you’re going to store them at the window before they’re picked up, they have to be in a locked cabinet with electronic access.  So either locked cabinet with electronic access or keep them in the vault, but they can’t be sitting on an open shelf, they can’t be on a cabinet that just has a key lock, and they will look at those kind of issues.  They believe that if you have too much inventory you’re more susceptible to loss, so they do look at your vault inventories.  I think you can explain to them that we don’t go by a day’s supply in our vault, we’re looking at turns.  So items that we know we can get, we’ll carry less, items where we may have difficulty getting, we’ll carry more.  But if you can explain it to them, if you have a rationale, if you have a shelf label with a par level on it and you have some basis why you set that par level, they’ll be okay with that.  But if you just have everything sitting there and you’ve got a room stocked full of stuff and there’s no shelf labels, and the person that’s ordering says well I’ve been ordering for ten years, I know the stock levels.  They’ll take a good look at that, because in most cases they probably don’t know the stock levels, and you’ll probably have a two or three month supply when you need a two week supply.
Mailrooms have been a source of loss for us.  We maintain all the security in the pharmacy, and then we have a hamper full of control drugs and we wheel it down to the mailroom, and it sits in a room where people walk in and out, and anybody can reach in and grab a package and walk out.  So they will look at the mailroom.  We should look at the mailroom and make sure if we’re taking a lot of controlled drugs down there that they have a secure spot to store those, and the mailroom doesn’t have open access.  Everybody that works at the facility can’t walk in and out of that area.

There’s a basic fiscal requirement about separation of duties.  Your technicians ordering controlled and non-controlled drugs cannot be the same person that receives that.  You guys understand the rationale that if you’re ordering you can order a few extra and take those and no one would notice the stock was missing.  So you just have to look at your system and make sure you procurement tech that does that order is not receiving that order.

We’ve been back and forth with AM&M, Jeff’s still going back and forth with them on the accountable officer role.  The requirement right now that’s in the handbook is that when we receive controlled drugs an accountable officer, a representative of AM&M, has to be present.  In the past we had that delegated to pharmacy, but now they’ve kind of said they’re not going to delegate that at this point.  So until their handbook is rewritten that is a requirement, so someone from AM&M has to be present.

And then prescription pads, even though they’re in your pharmacy they have to be secured in an area, if you want to keep them in the vault you have to keep a running inventory so you know how many pads you have on hand, just like you know how many doses of Percocet or anything else you have.
Okay, looking at physical security, one of the issues that’s come up, and you probably need to take a look at it, is what’s your policy at your pharmacy for reporting a suspected loss.  So if you’re doing your 72 hour count and you’re short 100, you think it’s a math error or you think somebody set it aside, you don’t think it’s diversion, but when do you report that to the police, that you’re looking for something?  You need to think about that because if you don’t resolve it and you waited a week, the police are going to be all over you for not notifying them timely and they can’t do a proper investigation.  I know one pharmacy where they had an issue and they didn’t report it because they thought they could resolve it, when they couldn’t resolve it after a week the director set a policy at 20 minutes.  Twenty minutes.  So think about that.  I think it behooves us to think about what’s reasonable and what should our policy be, and put that in writing so you have a policy and everybody understands it.  If we can’t resolve it within one working day we’re going to report it to the VA police.  If we suspect theft right away we’d report it, but if we think it’s an error or we can resolve it, decide what’s reasonable at your facility.

IG has noticed keypad fields, if you don’t have a scrambled keypad to get into your pharmacy, if you have one of the old push button locks, there should be a shield so someone can’t stand and look over your shoulder and see what those numbers are.  The police have a requirement to test our alarms every month.  Even if you’re a 24 hour pharmacy and you never close, there’s still a requirement to check that alarm every month.  There’s no requirement to have a panic alarm, but if you have a panic alarm they have to test that every month.  And you never know when you’re going to close a pharmacy.  You can be a 24 hour pharmacy, tertiary care, but disasters happen, you may have to lock that pharmacy up and you want an alarm system that will function.

There’s a requirement that a lot of people weren’t aware of about our vaults.  To get into our vaults there should be a two-way system.  Should be a pass card plus a PIN.  A lot of people didn’t realize that was in the handbook.  I think that was Jeff from back in 2003, or 04 or something, but it’s a two-way system and some people that have just a pin have gone into CO and asked for an exemption, but I don’t think they’ve approved any of those yet.  Jeff:  Not yet.  So if you’re thinking about your vault make sure you have a two-way system, a swipe card plus a PIN.
And then we’ve had a number or pharmacies, as our work in the vault has expanded, people have expanded their vaults or moved their vaults to a different room that wasn’t intended to be a vault originally, and it may not meet the construction requirements.  So if you’ve done that in your pharmacy take a look and make sure that your current vault meets the requirements of the solid walls and the ceiling and all those kind of things.

We’ve had an issue where the IG was in a pharmacy and they asked the pharmacy to lock the outer door of their vault, and they couldn’t.  They said we can’t because nobody knows the combination, if we lock it we can’t get in.  And again, it was the old story we’re 24 hours, we never close, we’re always open, but again, you never know what’s going to happen.  If you go to New Orleans they were 24 hours, they never knew what was going to happen, but they had to secure everything and you’ve got to be able to close those doors and open them.  Just something to take a look at.  Hopefully that wouldn’t occur many places.

Returned drugs that are turned in by patients, either in the ER or at the pharmacy window, any controls, make sure that they’re not sitting on a pharmacy counter for a day or two, that when you get those drugs that come back in the mail or turned in at the window that they’re written up, put in the vault, and secured right away.

Dispensing windows, there’s always debate at a pharmacy what’s a dispensing window and what’s a counseling area, but wherever you have drugs, the glass right in front of it has to be ballistic.  So if you have a dispensing window with drugs behind it, the glass should be ballistic.  If you’re out in front of that where you’re working, that’s okay.  You can get shot but the drugs have to be okay.

And then please do an annual physical security assessment of all of our areas every year.  What the IG does is look at those for the last two years typically, and to make sure that the recommendations that were in there have been completed.  So if they recommended they weld the hinges on your doors because they were outside the pharmacy, then they’ll look to see if that was actually done.  So simple things, but things that slip through the cracks.

So just some suggestions.  In the past you could go on the OIG website and get their worksheet for pharmacy.  I’m not sure it’s still there, but take a look.  It’s helpful to know what they’re going to ask for when they come.  And SOARS and PBM have developed a worksheet, take a look at that worksheet.  That’s on the SOARS website, you can pull that off and just give you a pre-look at your own pharmacy, a self-assessment, and I think that’s very helpful to do.  When you do that though, what I would recommend is go out and actually look and do it.  Don’t sit in your office and do it, because some of the things that you think may be going on may have changed.  Staff turnover and people may not always follow all the rules, and when I do SOARS visits people think the policy is this but when they go out and we look in the vault it’s actually changed.  So just take a look.  If the IG requests information ahead of time make sure you review it.  So if they ask you for your last three months worth of 72 hour counts, and all your invoices and different things, look through that before you send it to them.  Not to change it or not to alter it, but to know what you’re sending them.  So if you did miss a couple of 72 hour counts then you can at least have a process in place to prevent it from missing again, and you’ll be able to answer those kind of questions.  You don’t want to be surprised if they know more about your pharmacy than you do.  As I mentioned, just review the practices.  Make sure practice follows the policy.

Some new areas that they’re looking at, they have backed off on controls this year.  One of the things they’ve looked at though at some of our pharmacies is patients getting early fills.  They’ll ask the PBM to pull data to identify patients that could be diverting by getting early fills, early refills, and they’ll ask you about those kind of issues.  They’re very interested in accountability of high cost drugs, and you know when we have pharmacists convicted of stealing almost three quarters of a million dollars, that gets their attention.  So what kind of controls do you have in place in your pharmacy to prevent that kind of diversion?  Jeff mentioned we don’t have a great inventory control system, but what we can do is limit the amount of stock we have, limit the area where we store those kind of issues, maybe just keep EPO in one refrigerator, maybe do some random inventory checks for those kind of drugs, at least be able to address that you’re doing something, that you’re aware that these are vulnerable and you’re looking at them.  They’re looking more and more clinically at what does pharmacy do?  What’s P&T do?  What do you do about medication safety?  And so they may go through your minutes.  They’re interested in some of our clinical performance measures like the anti-psychotics, they’ll be looking at hemoglobin A1C’s.  At one site the facility had a policy, they didn’t do any 90-day fills of anti-psychotics, so then they had the pharmacy run their list of patients that got anti-psychotics in the last month to see that they all got 30-day supplies, and of course they didn’t all get 30-day supplies.  So it’s a matter of following your own policies.  They’re not setting policy, but when we set a policy then they look to see if we follow it.  And they’re looking at antibiotics, making sure they’re started on time and discontinued on time.  

So the SOARS program was started in response to the IG reports to Congress and people like Mr. Feeley saying why can’t we correct some of these ongoing problems?  So those of you that have been around for a while like I have know we had SERP in the past, which was Systematic External Review Program, and this is SOARS.  It’s just VA staff like all of us going out and doing a review and trying to identify these issues ahead of time and give people time to correct it before the IG comes in.  And support continuous readiness, very much the same goals as IG and joint commission have.
Just some of the top findings, I’ll go through these very quickly related to pharmacy.  Outdated medications, these are nurses and pharmacists and people that are coming on the SOARS team, they know where to look.  They’re going to eye clinic, they’re going to dermatology and those areas, and they do find outdates.  They look at the refrigerated temperature logs.  Controlled substance inspection program.  SOARS is finding that for the most part pharmacy does a pretty darn good job with controlled drugs, and most of the weaknesses right now are in the inspection program, so we’re trying to beef that up.  Medication security outside of pharmacy.  Taping the combo on the wall or leaving the doors open to the med rooms in some of the areas.  And then the emergency drug cache.  Making sure that at least once a year you include that cache in emergency drill.  You don’t have to pull it all out, but at least be able to get a pallet out, be able to get a cart down the hall into an elevator, to the triage area.

The SOARS assessment guides, as I mentioned earlier, there is one on controlled drugs that you can pull off the SOARS website, and then the general one for pharmacy covers physical security, vault procedures, USB 797, very basic, do you have a plan, do you have training in place, are you doing some of the monitoring?  Emergency drug cache, are you doing your weekly checks, all those kind of things.  Medication reconciliation, does the facility have a plan, are they monitoring their progress, and self-medication programs.  If you have self-med programs there’s been some very bad events that have occurred at some of the self-med programs where it’s a national policy you can’t dispense more than seven days of controlled drugs and self-medication, but we have dispensed more, and patients have taken more and had some bad outcomes.  So if you have a self-medication program it’s a good idea to take a look at that national handbook on self-meds and make sure you’re in compliance.  SOARS will be looking at that also.

Briefly, the government accounting office came out and they went to DoD and VA and they looked at how we manage our inventories.  And the results were almost identical between DoD and VA.  And the result was we don’t do a very good job, that for the most part we haven’t trained our procurement techs very well, most of them don’t understand the ABC’s, you know the A’s are your high volume, high cost items, B’s are in the middle, C’s are the lower.  They don’t have inventory stock levels set up based on usage.  A lot of people they talk about say well how many day’s supply of stock do you have on the shelf, and what the GAO found DoD was there was no relationship between what they thought they had and what they actually had.  So they’re just not using the prime vendor system.  The system’s there, it will help guide you, you need to use it, and you need to train your techs on it.  They also looked on how we handle drugs returned for credit.  And they found that we didn’t have very good systems in place, that we just threw all these drugs in boxes in the corner, labeled them “expired”, and then every few months we’d throw them over to the returns company and they’d take them, and we didn’t know if we got the right amount of credit or not.  So they believe we should be securing those drugs, and we always say well why would we secure those when you can steal good stuff, and they said because someone may know how much of the good stuff you have, but nobody knows what’s in that back corner in those boxes.  So someone could easily take that and no one would ever know.  So the drugs for credit, they expect us to keep a running list of what we have, keep them secured, and then monitor the credits we get to make sure we’re getting what we should get from the companies.

That’s it for me.  Lynn?

Lynn Sanders:  I’m going to ask you guys to change gears a little bit here.  Jeff and John have talked about the world you live in today, and I’m going to talk a bit more about changes that are coming our way, in particular to really put on your IT world hat versus your pharmacist hat.  We’re going to talk about global regulations as how they affect VA pharmacy system.

We’re looking at many system requirements now, and the system requirements are also being impacted by regulations.  What I’d like to talk about today is VA’s efforts to participate on a global level to develop global requirements, and VA’s efforts to modify and develop its current system to meet those global requirements.  So you may ask well why is this important?  

VA informatics system design and management are not just impacted by VA policies and regulations, and we’ve heard a lot of regulations and policies already, but also by the country’s move to develop and mandate technology standards.  For this presentation the term “global regulations” will apply to those national and international regulations that impact VA pharmacy informatics.  Keep in mind that the VA is a federal agency, not just a hospital, and through the US Congressional mandates VA is often the first Healthcare System required to adopt and comply with these global laws and regulations as they develop.

I’m going to take you through a hierarchy that describes current US laws that apply to pharmacy informatics, the standards and regulations that have evolved from those laws, global organizations that are working to continue standards development, and the VA’s role as a leader in compliance in the evolution of global regulations and standards.

The major global regulating agency that we have to deal with is the Department of Health and Human Services, and for pharmacy there are two major arms under its umbrella that impact us, clinical care and financial reimbursements.  A lot of times we don’t think about in our current role that we are revenue-generating or expected to bring in profit, but with the development of E-pharmacy within our systems there is a new objective ahead of us that we’re expected to meet, and we have many regulations to comply with to do that.  There are also other agencies at the state level, again we don’t normally concern ourselves that much with state because we see ourselves as federal, but there are many state regulations that do actually affect our pharmacies.  Many times we don’t even think about the Environmental Protection Agency, but there’s a series of regulations coming up on drug codes, drug destruction, drug storage, and handling that are going to affect the way we practice and the way we handle products within our system.  And of course we can never forget the Drug Enforcement Agency, which as John said, sometimes they come and visit and sometimes they don’t, but it’s something we always have to be aware of.

Now the Department of Health and Human Services is probably the major controller in developing laws, regulations, and standards that are going to be affecting us in the future and have in the past.  Everybody knows HIPAA and I think sometimes we forget what HIPAA really is because we know you have to sign all the time when you have HIPAA.  But HIPAA is actually the Health Insurers Portability and Accountability Act that was established in 1996.  But it has had far-reaching applications for healthcare informatics, and it’s the basis of many of the regulations and standards that are being developed and implemented today.  In specific the act required that the Department of Health and Human Services establish national standards for electronic healthcare transactions and national identifiers for providers, health plans, and employers.  It also addressed the security and privacy of health data.  As the industry adopts these standards for the efficiency and the effectiveness of the nation’s healthcare system, it will improve the use of electronic data interchange, and we’re going to talk about some examples of that in a minute.  Now the thing we have to remember is that HIPAA is a law.  We talk a lot about standards and regulations and policy, but then there’s law.  And every time we have a law there is an enforcement arm for the law.  And it’s been established that the Center for Medicare and Medicaid Services, CMS, is actually the enforcer for HIPAA law, although we don’t normally think of it that way.  CMS is responsible for enforcing the transaction and code standards that are part of the administrative simplification provisions of HIPAA, and violations are tracked to a complaint-based process through the CMS website.  And I have the website there in case you want to file a complaint against your HMO at any time in the future.

So of course if you have a law and you have enforcement, you have penalties.  So for HIPAA the penalties are actually far-ranging, from $100 per violation to $250,000 per violation, and up to ten years in prison.  So we really don’t want to mess with HIPAA.  I said that HIPAA had far-reaching parameters, and back in 2004 President Bush issued a statement and policy that determined that the agency should extend its reach and bring enhanced value to the US healthcare system by establishing a ten year plan for the development of a national electronic health record for our consumers.  And we’re facing a lot of issues dealing with that now.  In moving to implement the President’s plan, HHS determined that a national data sharing initiative would improve healthcare quality and reduce costs.  Federal agencies, that would be VA, with health-related missions needed to find a way to share their health information.  This health data sharing would enable them to make significant strides toward improving patient safety, reducing errors, lowering administrative costs, and strengthening national public health and disaster preparedness.  To share health data agencies needed to adopt the same clinical vocabularies and the same ways of transmitting this information.  That means a lot to us.  HHS established an organizational structure to direct this regulation and standardization work, and to develop a national electronic health record.  In doing so it invited many private and public sector organizations to participate, and we’re going to talk about some of them.  But the major agencies under HHS that are working on standardization and these development processes are the Agency for Healthcare Quality and Research, the Center for Medicare and Medicaid, CMS, and the Food and Drug Administration.  They also established the Office of the National Coordinator for Health Information Technology, whose mission is to implement President Bush’s vision for widespread adoption of interoperable electronic health records, EHR’s.  And again this is to be done in ten years.  And you might note that one of our previous leaders, Robert Klodoner, now works for ONCHIT, working on the process of this effort.
Another term you’re going to hear me repeat throughout the presentation is interoperability, which means that sharing of language.  So ONCHIT has adopted a portfolio of existing health information interoperability standards, that’s health vocabulary and messaging, enabling all agencies in the federal health enterprise, that’s VA, to speak the same language, based on common enterprise-wide business and information technology architectures.  Now we’ll talk a little bit about it later, but we know we’re struggling just to talk to each hospital right now.

A major group of standards that was developed was the CHI standards and it’s probably been the most significant work that’s come out of ONCHIT, and it lists the elements that are required for the interoperable national electronic health record, and because VA is a federal agency we are expected to comply with the CHI standards.  We couldn’t forget the other law that’s been a major impact on us that came out of the Rehabilitation Act, which was 508.  Again, 508 has become something different, but clearly it just said that everybody had to be treated the same whether you had a disability or not.  But as you know, if you had anything to do with VeHU and preparing a presentation for VeHU, this is why we don’t have any cartoons.

Now that we’ve got the laws and major regulations covered we’ll talk about some of the organizations that are working on these development efforts, and I really encourage you to look at organizations that are working on standards and terminology setting because these are new regulations that are going to be coming your way and you’re going to have to figure out how to live with and how to develop the process and codes because many of you are ADPAC’s, and have to bring these new regulations into your world, so I really am encouraging you to get involved in a number of the groups or sub groups that are out there with these organizations.  The first one we’ll talk about is the American National Standards Institute, there’s the Healthcare Information Technology Standards Panel, and the Federal Medication Terminology special interest groups, and the last one is the one that actually the PBM is very heavily involved with now in terms of developing codes and standards.  

ANSI is one of the organizations contracted with HIPAA and ONCHIT to establish standards to support the President’s plan, and you’ll hear me talk many times about the President’s plan because it is very significant impact on us, and we are supposed to be done by 2014 which I think is when we’ll finally finish reengineering, but we won’t talk about that.  As the voice of the US standards and conformity assessment system, ANSI empowers its members and constituents to strengthen the US marketplace position in the global economy while helping to assure the safety and health of consumers and the protection of the environment by establishing norms and guidelines.  

The other organization, HITSP, came when ONCHIT published a RFP, a response for proposal, to actually fund contracts to organizations for the development of harmonization of healthcare information standards.  The panel’s objectives to achieve widely accepted and readily implemented consensus based standards that will enable and support widespread interoperability among healthcare information technology especially as they would interact in a nationwide health information network.  So HITSP really focused on how to harmonize information, so harmonize, everybody sings, everybody speaks the same language, that type of thing.  And they wanted to do this by establishing a well-defined approach that supports a business process.  A business process that had been agreed upon by a group of experts, had been publicly vented, provides rules, guidelines, characteristics, helps to ensure the materials, products, processes, and services are fit for their intended purpose, is available in an accessible format, and is subject to ongoing review and revision process.
And the next slide shows you how they focused on a global national health information network and how it would communicate.  Having an industry technology infrastructure that linked to the healthcare industry will facilitate industry transformation and bring healthcare value to the consumer.  Very similar to some of our efforts looking at the VA system and some of our efforts we’re doing with HDR and other programs that we can improve communications across our hospitals.  Harmonization of data is based on nationally accepted standards, and you know right now we’re really struggling with trying to develop some standards with MedRoute and other products within the VA, so imagine that on a whole group of individual organizations trying to come up with this.  So requirement of national or global standards for clinical information would be those standards that allowed for harmonization of data sharing.  

So looking at the need to enforce the President’s National Health Plan that had an electronic record, how do you get started on something like that in a country like ours?  Well they started by working on Regional Health Information Organization, and AHQR actually gave grants to different communities to set up RHIO’s and to set up Health Information Interchange Programs, and they were pockets all over the country that have been working on these RHIO’s and developing systems that one hospital could communicate to another hospital.  Some places have been successful and some places have not, but I would encourage you to go to AHQR’s website, and you can see the results of some of those efforts across systems, and you find that they had many of the same challenges that we’re having in VA in trying to set our standards and communications with simple things like filling a prescription from one VA to another.
So one of the obstacles you find when you have these grand plans on how to do something like building a national electronic health record for the President in the timeframe that he said do it based on what Congress has directed the rest of us in federal agencies to do, you come across a lot of obstacles.  One of them is just basically trying to drill down all those great lofty terms like interoperable and standards and regulations and requirements to actually a system like pharmacy.  But it takes us back to the CHI standard, and the CHI standard was very specific, and some of you guys who are ADPAC’s are familiar with some of the things and code sets that we have to work with.  Many of us are familiar with HL 7 messaging.  We use HL 7 messaging just going from entering an order to one of our automated systems to actually print a label.  We use HL 7 for HDR and in many different ways.  NCPDP, the National Council for Prescription Drug Plans, has been accepted by CHI as the standard for ordering retail pharmacy drugs, so when we did e-pharmacy we had to use NCPDP standards.  We’re not completely there, but we’re working on it.  Other programs for imaging, DICOM codes are required for laboratory, LONIC codes, HIPAA codes for billing and administrative functions.  FDA is an approved CHI codes set, so we know that if we have a drug we have to have an NDC number in other words.  We have to use FDA approved dosage forms.  We can’t call something that’s an injection a liquid.  An RxNORM which is a sub set of the National Library of Medicine and FDA is used to describe clinical drugs.  Currently we have our own description, but as we go forth we’ll be working to use RxNORM terms.  And actually one product within the CHI standard was developed was the VA National Drug File reference terminology, which is being used and accepted by other organizations for physiological effect codes.

Now we talked a little bit about DEA before, but DEA codes and standards we are currently using for ordering controlled substances.  You guys will remember when McKesson put in the technology that we can do the 222 on-line rather than having to send paper anymore.  But the DEA is also working on a process where it will accept electronic control to prescriptions, and actually the VA, and Rob Silverman was one of the key people that worked on the pilot project for DEA in ePrescribing, is anticipating, Jeff tell me this is true, that this will be in place by 2008.

Jeff:  Don’t believe it.

Lynn:  Okay, he didn’t nod up and down, so I have to check with the Oracle there on those kind of things.  The Food and Drug Administration we’re so familiar with, and we don’t normally think of them as code setting or standards or policy and regulations, but they actually are that kind of organization, and we’ve done NDC codes, we don’t think a lot of times about patient medication instruction sheets, but the PMI’s are actually a required standard that we have to give them to the patients, it’s not optional.  They have also been working on some other requirements or standards, interoperable standards, and that’s the structured product label, which is actually a requirement for the manufacturer to meet standards on how they label products and the information that they provide with that labeling.  And Jeff did talk about med guides, which is a new challenge for us in terms of documentation that we have to give out to patients. 
The FDA also has what’s called the DailyMed and the VA has been working with the National Library of Medicine to develop guidance on the FDA DailyMeds.  DailyMed provides the high quality information about marketed drugs.  Basically what it does is make the package insert, have it available on a website such that you can read it and actually download it rather than unfolding the little tiny piece of paper stuck on the back of the bottle.  It’s a good thing because I never can find those things when I actually get ready to give something out.

The VA has already accepted and is in compliance with a number of these global standards I’ve talked about, but we do have a lot of work to do in some areas.  For the CHI standards for NCPDP, some of you all might remember that we had all of the pharmacies get a NCPDP number for each pharmacy.  So that was a huge step for us, it took some work, and I don’t know if I saw Greg Laird here, but his program office was very instrumental in helping us get those numbers registered with NCP, but we didn’t think about it then, but it was really an important effort to help bring us into compliance.  Many of you have gotten national provider identifier numbers.  Again, this is an important step towards that national healthcare electronic record because now all provider numbers or license numbers are at the state level, and we’re trying to transition from that.  

And I talked about what we’ve been doing with the DEA controlled substances, that we’re compliant with that.  I don’t guess SOARS actually inspects that, do they?  Not yet?  Okay.  And also with the FDA, the drug codes, recently you know we’ve done ADR, and the med guides are something we’re still working on.

We have evidence of our acceptance of these global standards in CPRS, our electronic health record, which meets most of the current laws and standards for a 508 compliance, but we do have some challenges going back to that term I talked about, interoperability, because again our first step in going forward with that probably in a significant way is what we’ve been doing with RDI, and we actually have a long way to go with that.  We have been struggling with the national provider indicator for CPRS because we have so many residents.  We’re getting our physicians registered, and our nurse practitioners and our pharmacists, but we really haven’t gotten a handle on how we get residents to have NPI’s.  We do use the messaging services of HL 7 within CPRS.

E-pharmacy is probably our biggest reach outside of the VA world where we really had to talk about interoperability, and we made a lot of accomplishments with that again, but we still have some additional challenges, especially when we get down to looking at dispensed unit codes, and are constantly struggling with the unit of 1 versus 17 grams for an inhaler or for insulin.  Those are NCPDP required code formats, and they are a CHI standard that we are going to have to change our system to comply with.

Our personal health record My HealtheVet has done an extremely good job with 508 compliance, but again we have some challenges there in terms of self-reported medications because we have not found a way to code self-reported medications to make them interoperable and standardized.  We can’t incorporate them into the VA medication record at the site until they are standardized and interoperable, so that’s a big challenge we have ahead of us with My HealtheVet, but from what I’ve seen today they’re aware and actively engaged in doing that.

Again I wanted to just share with you the website for the national provider indicator in case some of you have not registered.  We do need to have everybody registered, we have a high percentage.  I think pharmacies perform very well on that.  But again it’s an important piece to take us from state license numbers to a national license number, and until we have that we’re not going to be able to meet some of our goals that Congress has asked us to do and veterans have asked us to do for having a veteran being able to fill a VA prescription anywhere within the VA system.  Right now all our provider numbers are localized to a hospital.  Now once this is complete we can pull this technology into our pharmacy system and be at least on the path of being able to have unique provider numbers across our whole enterprise.  Of course then we have to get unique prescription numbers, which is another issue.

VA has done a great job in educating us about HIPAA.  I think every year everybody has to take the test on-line for privacy and HIPAA and all that kind of stuff, and we make sure that all of our people do that and meet that requirement, but they’ve done a great job in establishing a site that you can go to and pull information about HIPAA regulations and how they’re actually being applied, and I would encourage you to look at that because there are regulations, or interpretations of regulations that change all the time, that you really need to be aware of.

And I guess sometimes you wonder why we really care about standardization, interoperable, and what’s going on with the rest of the world.  Well when we look at things that are happening outside of VA we have a lot of really good reasons to emulate the processes to accept those concepts within our system, and I borrowed this slide from a colleague of mine that works for IT, and it simply says that we definitely need to have what we call global standardization terms and processes brought within VA.  We need it to support data exchange, we need it for comparisons, we need it for aggregation and reporting among our VHA sites.  We need it to readily support clinical research efforts.  We need to support development of an integrated longitudinal patient record.  We need to enable exchange of clinically relevant health data between VA and other agencies and other health partners.  We need to be able to use decision support on a patient’s complete medical record, which would include self-reported information.  And we need to reduce costs by eliminating redundancies.  Now VA has been working on a lot of this, and I think sometimes when we live in our world, and we’re taking care of patients, and we’re worried about the IG and the SOARS and compliance with all the other policies, we forget about how big a figure we are in actually the President’s plan for a National Electronic Health Record.  But we’ve been working with a number of organizations to develop these, and many of our products are actually being sought at and looked at as best practice models for a National Healthcare System and a National Health Electronic Record.  We talked about our VA NDF, in which we have the drug file that we’ve been using for many years.  We built our drug file, you’ve got to remember that, we built our therapeutic classifications, we built our drug interaction system.  BCMA and pharmacy system is being looked at very closely for how do we barcode medications, what terms are we using, how do we standardize that across our organization, how do we get it to work with our equipment?  And many organizations, in fact DoD has been coming to us because they’re really just starting that Indian Health Services, turning to us for that.  So we’ve done a lot of work and other organizations, federal organizations as well as private organizations are beginning to recognize that.
Our VA NDFrt System I’ve talked about a little bit, but it’s actually a tool that’s been accepted into CHI standards.  We’ve done a lot of work with allergies.  Allergy NTrt system is pretty phenomenal when you think that you have a new allergy term, you submit it to them, and they’re able to create that allergy term so that it can actually work with that patient.  Even if it’s dirt, you can submit a request for dirt and they would go in and do the research and find out well what is dirt, what is in dirt, and I would say maybe calcium is in dirt, depends on where you live, or is it clay, and actually make that link.  Maybe it’s clay where you live and we need to link it to Kaopectate, and that way it would similar termed and we could actually do the interaction.  But it gives us a lot of flexibility that other systems don’t have.

Recently we’ve had our VADERS program, hopefully you all have been looking at that, which is our National Adverse Drug Reaction Reporting Program, and actually from VADERS now we’re meeting with the FDA to consider doing a pilot project where VA becomes the system to develop electronic reporting of adverse drug reactions to the FDA.

And our HDR, CHDR and RDI system certainly are based on standards and interoperability, and they’ve been doing some great work in that area.  Now some of you all might have gone through the exhibits and saw our new VA NDF online product database.  Again we talked about interoperability, but the PBM group took on an effort to actually map our national drug file drugs to the FDA so that you can actually go in and see that if it’s called a certain term in the FDA, what that drug would be in VA.  That seems like a simple thing, but they’ve done a tremendous effort when you go back especially and think that again we have our own therapeutic classification, and we have our own other parameters that we put in our system.

Our CMOP, Consolidated Mail Out Program, has been giving pictures for the National Library of Medicine, so they’re actually the reference source for pictures of products within the National Library of Medicine’s system.  Other organizations had pictures, but our CMOP is the only one that has complete 508 compliance, and compliance with the NLM standards.

Just to show you an example or our NDFrt, all those lines there are the various codes that have to be associated with one product, cefotaxine.  So it’s a lot of work when you start talking about codes and terminologies, and how we get back to the standards and requirements that are spun off from many of the regulations.

We also look at what we get from commercial systems.  Many of you know that we’ve been getting our patient medication inserts from FDB for quite some time.  However, our NDF group actually keeps copies of the patient medication insert updates as they’re sent out over time, and we actually had a legal issue come up because a patient said that he wasn’t properly warned on a product, and it went back several years.  But our organization was actually able to pull up the PMI sheet information that was sent out at that time, even though it had changed over the years.  So sometimes you really have to think about it’s not just having that information one time, but how you store and are able to retrieve the information as well.

Now the Pharmacy Re-Engineering Project, which is near and dear to my heart, has been working on the Pharmacy Enterprise Product System, and this is our first effort to take our VA drug file and link it to a commercial drug file system, First DataBank.  We know that this will help us quite a bit in making our terminologies within our drug file what we call interoperable.  This is an important piece, especially when we talk about our CHDR project and being able to communicate medication histories from VA to DoD, and as well as into the private sector.  So we’re really excited about some of this work that’s being done, and hope to have it finished by 2014.

The other thing I’d like to point out to you is that everything circles back.  The work we’re doing with the HDR, the PBM works with developing the Health Data Repository Information, and this is just an example of where you look at an allergy term for a date, and they ask the question well why do we have to store a date and time on an allergy?  And we actually go back and tie it to the legislation, be it Joint Commission or whatever they’re called now, and tie it to the public health reporting med watch.  And so we are keeping that documentation throughout, so when you come up like okay, now why do I have to keep this information?  We probably have a data dictionary that we can go back and tell you exactly why instead of just asking Jeff, like I normally do.
We’ve covered many laws, regulations, and standards.  But it’s important to note that many are still in development as Information Technology is still evolving.  VA’s working with many organizations that are code setting organizations like SNOMED, HL7, the National Cancer Institute, NCPDP, VANDF and VANDFRT, the FDA, National Library of Medicine who uses RxNORM and NCMERRP which is a medication error reporting organization that Dr. Ramirez sits on.  I say one of the biggest efforts we have currently that PBM is involved in, and I’ll say the VA IT is working on a number of initiatives as well, but for pharmacy one of the major projects we’re working on is federal medication terminology standards, and this organization is actually drilling through some of that nitty gritty pieces of it that says looking at terms and standards in particular for pharmacy, and they work with various organizations on that, including private organizations like Kaiser Permanente and Allscripts and other types of pharmacy processing organizations.

This is weedy, but sometimes we think of a prescription and you think about well how do I actually code elements of the prescription?  So we spent a lot of time with the FMT group this year working on coding individual segments of a prescription like dose, dose calculation, dose segments, and sometimes we’ll spend many, many hours just drilling through the format and the terminology associated with this.  Really by the time you finish most of this you think that Latin looks really good and the color blue in paper looks really good, but it’s going to be very dynamic for us to actually have to think through some of these things and how we apply them to our systems, and we know soft and even trying to put a drug or product in a drug file, we work through these same elements in terms of our coding.  But just to let you know that much of this is also going on on a national level.  I did want to give you one example of how you even take things into flow, and this is what the CHI standards require for even coding and formatting of an allergy.  And I’m not going to go into the detail of that, but you see it’s pretty complex.  So in working with organizations like FMT, it’s really very beneficial to VA, like I was saying before, I’m just really trying to bring that home to you.  In doing so, with working with these organizations, it really helps support our VA enterprise-wide information system, and we’ve seen that through many of our processes like E-pharmacy claims, Re-Engineering, HDR, CHDR, some of our research outcomes programs, which I haven’t gone into a lot but in terms of data retrieval and management, as well as financial programs and clinical management programs like clinical decision support.

So you ask the question well why should VA be engaged?  Because it affects you, and it’s going to continue to affect you.  It’s going to continue to be a requirement such that you can improve your data sharing with VA and DoD through CHDR, to support revenue processes like E-pharmacy billing, and to support healthcare analysis, research and outcomes, help improve patient safety, improve practice efficiency, and improve care to our veterans.  

So VA has been acting as a leader in looking at global regulations, applying the law, and developing policy to support them.  So finally what I’d like to say to you in this presentation is we really thought it was important for you to think outside of your box for a minute and see yourself as a part of the global enterprise for Health Informatics.  We know you have to be compliant with SOARS and IG and your policies, and all those people that actually knock on your door, but there’s also other changes in the industry that are coming forward that will be knocking on your door, just not quite as loudly.

In doing so we need to understand that local, national, and global regulations improve our ability to be compliant.  When we are compliant it reduces risk.  When we reduce risk it improves patient safety and reduces cost.  And when we improve patient safety and reduce cost we improve efficiency.  And lastly in the words of my LVA mentor, Jim, when we do all these things it’s good for America.  

1
PAGE  
22

