


























































































































































































































































































































































































































































































 

 

1

DR. MEYERS:  Do any of the other panelists want to talk 

about that issue of how do we balance safety and efficacy, 

new versus old? 

  MR. GLASSMAN:  I think one has to be very 

careful when we’re throwing those things out.  I mean we 

hear a lot of things like new drug, somehow it gets always 

associated with greater efficacy.  This is clearly not 

true.  And to continue to say that is to do an injustice I 

think to a lot of the older drugs, and it’s not evidence 

based.   

  Of course, we take it both into consideration.  

You have to.  You also take into other things as well, but 

that’s always the case.  In many cases, new drugs don’t 

have good evidence as to what their level of effectiveness 

or efficacy is going to be, so you either have to make 

some assumptions, not always a very good thing to do, or 

you have to wait for a great amount of data.  Tysabri, for 

example, it came up a number of times.  It is a work in 

progress.  It’s been withdrawn from the market once, or at 
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least held from the market once.   

  I have concerns.  As a pharmacy benefits 

manager, I personally –- I’m speaking for myself now –- I 

have concerns about this drug.  Whether they’ll play out 

in the long run or not, I don’t know.  But I think one has 

to take into –- these things weigh heavily on me 

personally when I make decisions on this.  On one hand I 

need to figure out how to get a drug out there to people 

who really need it.  On the other hand, I have to be 

mindful of the fact that drugs sometimes don’t do what 

they’re supposed to do.  And it may turn out –- 

unfortunately we may find that out later.  So, yes, of 

course, we take that into consideration, but it has to be 

done in a very concerted, careful, thoughtful manner and 

looking at the existing evidence when you make such 

decisions. 

  DR. PACE:  This whole area was a huge area for 

the IOM Committee.  It was very difficult for us to deal 

with the issue of whether an AED, for instance, was in 
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error or not when you don’t really even know how drugs 

usually do respond in various populations.  You don’t even 

know the dosage that necessarily makes sense.   

  Kids, children are a huge issue.  I think 

probably a majority of drugs used in children are used off 

label because studies have never been done in children.  

They’re starting to get better.  Certainly do the 

databases that we work on needs to be expanded.  

Comparative studies are very important.   

  I think that there’s a chance we could figure 

out how to get more in of one trials just to use them 

clinically and extract that database.  You might have a 

better way to deal with some comparative information, but 

lots of ways we need to rethink this a little bit to get 

better information to be able to make our decisions.  

Questions.   

  DR. MEYERS:  Wilson, you said NM-1 trials.  For 

those who don’t know, can you just quickly say what that 

is? 
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  DR. PACE:  An MN-1 trial is you really use it 

for chronic disease issues primarily, but it’s where you 

use the patient as their own control.  And you can do an 

NM-1 trial between drug A and drug B, between placebo and 

drug A, or between two doses of the same drug.  And as 

long as you have a careful monitoring system, you can tell 

very clearly what is drug related and what not down to –- 

and when you (indiscernible) a population based 

information –- there was a nice paper done in –- a 

theoretical paper done in 1999 sponsored by AHRQ that 

talked about the potential of using NM-1 trials at the 

population level.  The power is about 10 times as high.  

And so I really –- you know, it’s an area we need to 

consider as how we can get better data quicker from 

smaller populations.   

  MS. BLACKWELL: (Inaudible). 

  DR. MEYER:  So the speaker from the audience, 

your name?  Mary Blackwell’s comment was that RCT’s are 

very problematic, especially from a pediatric point of 
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view.  That they can be ethically difficult to do as well 

as prohibitive in other ways.  And that we need –- 

  MS. BLACKWELL: (Inaudible). 

  DR. MEYER:  So we need to develop new methods to 

understand how medications work in the children 

population.   

  MS. BLACKWELL: (Inaudible). 

  DR. MEYER:  Right.  Okay.   

  DR. GLASSMAN:  I would comment on one thing on 

comparative efficacy studies or effectiveness.  Sometimes 

they can actually help define the questions, define what 

we know and what we don’t know.  And that actually can be 

very helpful in putting it down carefully on what we do 

know.  It doesn’t answer everything, but it can answer 

some questions in the absence of –- obviously head to head 

RCT’s.  Even head to head RCT’s don’t always answer the 

question either.  That’s another question.  That’s an 

unfortunate thing.  So when we answer one question, we 

always end up having to ask another one or two questions 
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after that.  But it can help define the more global 

picture.   

  DR. MEYERS:  So from the panel’s perspective, we 

were interested today in talking about what can the FDA 

learn from what providers and payers are doing.  The FDA 

threw back to this panel to say what can the FDA learn 

about how do we engage more effectively with these two 

communities.  Are there simple things or more complex 

things that you want to talk about how RiskMAPs can built 

with and communicated to the payer and the clinician 

communities? 

  DR. PACE:  I’ll start with one area.  I think 

that any time that you’re taking most of the drugs you 

currently you put on RiskMAP activities and say that a 

letter or any kind of information is going to really hit 

my brain very much as a primary care provider at least.  

Forget it, okay.  This is just so infrequent.   

  First, a rare event.  You’re talking about 

presenting a rare event, preventing a rare event that most 
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of us are never going to see in our life, even if the 

RiskMAP doesn’t exist, okay?  So therefore, it doesn’t 

rise to the level of importance for today, and I’m an 

adult learner, okay?  Adult learners pay attention to what 

you need right now.  They don’t learn just for the sake of 

learning.  So we’re going to need systems.   

  You’re going to need very, very different 

approaches to deal with this if you move outside of drugs 

that are used commonly in certain –- so if a dermatologist 

may use Accutane often enough, it makes bigger sense for 

them.  So you’re going to have to limit access, and we’re 

going to have to find systematic approaches.  Some of the 

closed systems have done it.   

  What I’ve tried to present is that it doesn’t 

mean today that we have to give up on the primary care 

community that’s not in a closed system.  But we need to 

have pushed across the system as it’s happening to start 

communicating.  It’s all about communication and then 

making it happen.  I could talk about THR some time, but 
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don’t know if we need to get into that one right now.   

  DR. MEYERS:  And Carole, you had a point in your 

take-home, didn’t you, on what the payers were looking 

for? 

  DR. FLAMM:  Well, I think that –- one of the 

question’s points of we shouldn’t necessarily have people 

inventing the RiskMAPs over and over again.  I think the 

themes on what they’re requiring makes sense to have some 

simplification alignment around that.  The ways in which 

they’re administratively executed may be what’s, you know, 

more opportunity to be flexible.  So trying to fit it in 

with your existing system to reach the same goals, to sort 

of align with what the requirements are makes some sense.  

We wouldn’t want to be in the position of having to 

reinvent those RiskMAPs over and over again.  So having it 

well done once is helpful. 

  DR. MEYERS:  Dick. 

  MR. WAGNER:  One of the –- and again Tysabri’s a 

good example.  One of the most difficult things is I have 
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not been successful in actually getting a RiskMAP.  Most 

of the drug companies will say that they’re proprietary.  

If you want them for you, FDA, you’ll get a redacted 

version.   

  And I’m thinking to myself, well, why should 

something be so hidden if it really has a lot of value?  

And I know they may be proprietary or other intellectual 

property in there, but you’re not going to get a lot of 

buy-in until we can actually see the thing.  And I mean 

someone –- I was telling someone about I was coming here 

to do this presentation, and I said that I kind of think 

like Ronald Reagan trust but verify.  They said, well, 

actually, you know, you can’t even say about the drug 

companies.  We don’t trust them and we do need to verify 

them.   

  And that’s just the way things are.  I mean I 

don’t want to get too agitated, but we got to see what, 

you know, the original source document is.  It’s like 

looking at peer review literature.   
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  The drug companies are under a lot of pressure 

to sell product, and it’s just the way it is.  But when 

they come and talk to us, we say, you know, we’re always 

interested in hearing your sales presentation, but you 

know what?  I want to see what the New England Journal of 

Medicine article is, and we want to do our own review, 

make our own decisions.   

  So I think one way to get more credibility in 

the RiskMAP program, first of all, there’s some education 

because that term is not well recognized.  But we’ve got 

to see the original RiskMAP.  We’ve got to see what the 

FDA and the company have agreed to and make our own 

decisions.  I think if you do that, it goes back to how 

care management and disease management’s worked in this 

country.  It’s not very successful and things are going to 

top down and impose on physicians, but it works a lot 

better when it comes from the bottom up and it’s kind of 

growing.   

  So, yes, standards of therapy.  It’s really easy 
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to get people engaged around the high quality of we want 

to do the best we can for our patients, but don’t tell us 

how to do it today in Kaiser because it’s going to be 

different than rural Colorado or at the VA.   

  But I think we can agree to try to hit the 

standards of therapy, standards of quality, standards of 

safety, and then give us some flexibility around that.  So 

I would actually put a challenge on it.  I think we’re 

going to have a presentation later.  Why can’t we see the 

RiskMAPs?  I think the RiskMAPs got to be disclosed to the 

folks who are paying or providing care.  And I think then 

if you can engage that group, you’re going to have a lot 

more success at getting that fully implemented and have 

buy-in and support to make it a more safe system, to tell 

you the truth. 

  DR. MEYERS:  Peter. 

  MR. GLASSMAN:  Yeah, I think Sandra asked the 

question about how do you get people more engaged.  One of 

the things we’ve done in the VA is we send out these 



 

 

12

documents in a variety of different ways to make them 

available for people to comment on.  And, you know, 

there’ll be like a two week turnaround or a four-week 

turnaround, one week, or whatever it might be.  And so one 

of the things you might want to do is over time try to 

develop groups that you can talk to about these RiskMAPs, 

so if it was a neurological drugs, maybe there are a 

number of neurologists who would sign up to be willing to 

get the RiskMAPs and talk to them in the draft form that 

they can then comment –- send you back comments as to what 

might happen in their practices, or if it’s a pediatric 

drug.   

  Or you may just need a core group.  It may not a 

huge group, but maybe at least it will be representative,  

people who are interested in such things and can speak 

from the point of view of the providers.  We sometimes get 

only a few comments, and sometimes we get a lot of 

comments.  So that might be a way to start bringing 

desperate communities to hear what they have to say and 
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then taking that into account as you send these RiskMAPs 

out in its more final form. 

  DR. MEYERS:  I’m just going to jump in and say 

something I heard here is that when you’re working with 

communities who don’t yet have trust, that the FDA could 

serve a role as the broker here, the honest broker, to 

bring the manufacturers, the distributors, the 

prescribers, the consumers, so they’re all being heard and 

hearing each other.  And that would reflect I think well 

in what our panel said as a need that isn’t yet being 

made.  

  DR. PACE:  One of things that I hope’s going on 

since AHRQ and FDA are both here together today is that –- 

is hopefully will know there is a task order out right now 

to form one to four networks of databases that have never 

been connected.  Now most of us, through the design 

mechanism that was mentioned at the beginning of this 

whole day, and those of us still working on those, I think 

most of us think that means bringing clinical data to bear 
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on drug problems.   

  And so I’m hopeful that whoever gets those, and 

I’ve love to be one of them, will be talking between these 

two agencies because that’s the kind of thing we start to 

see is that those become the people you’re talking about.  

Outside of the closed system, potentially those become 

clinicians who are dedicated to trying to look at this 

further and answer those questions.   

  DR. MEYERS:  All right, we have a few minutes 

left, and there are a few more things we could possibly 

touch on.  But I want to turn it back to the audience.  Do 

folks have comments that they wanted to add to this panel, 

or any new questions that were raised by what you’ve heard 

so far?  Again I do need to ask folks to go to the mike 

for this.   

  DR. PACE:  While people are going to the mikes, 

there was a question about clinical decision, support and 

labels.  And I think the information that comes out of the 

companies that do clinical decisions support work is far 
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beyond what’s in a manufacturing label because they deal 

with the non-approved use of drugs as well.   

  Unfortunately the database again is poor, and 

they tend to be just as risk averse everybody else.  So 

once anything has been described, even if it’s been later 

taken away saying this is really not real, it continues in 

the databases forever.  And I can show you over and over 

again in our’s.  So it really needs a central work to get 

that –- to get this –- 

  The key important side effects that really make 

a difference that you really want to avoid, not just for 

RiskMAP drugs, but for all drugs, we need to figure out 

how to get that core knowledge together and make sure that 

it’s in all of EHR’s, not variable. 

  DR. MEYERS:  Thank you.  Okay, these final two 

comments?     

  VOICE:  Just a follow-up question to your 

comment about RiskMAPs.  In the case –- I’m interested in 

knowing what kind of information you’re looking for on the 



 

 

16

RiskMAP because in many cases that’s part of the approved 

product labeling.  And I know it’s certainly is for 

Lotronex.  There’s a bit of detail in there on the 

RiskMAPs.  So what is it that’s missing from your 

perspective? 

  MR. WAGNER:  From my Kaiser perspective? 

  VOICE:  Yes. 

  DR. MEYERS:  Hold the phone. 

  MS. BLOOM:  I have a follow-up on that as well.  

During my talk, I commented on not being able to show 

slides of the patient enrollment form and the TOUCH pre-

infusion checklist because it was considered proprietary 

information.  And I was not able to get the information 

from Biogen to show because it just was not available.  So 

that was part of the RiskMAP procedures, and it was just 

something that I could not have and was not able to show 

it here today.  So I agree totally with your comment. 

  MR. WAGNER:  I don’t have –- specifically we 

picked on Tysabri, but I think it’s in general.  I haven’t 
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seen any RiskMAP myself.  So I’m wondering why can’t I see 

those RiskMAPs.  I’m not even sure what’s in those things.  

  But what’s really troublesome is when folks come 

in and try to sell us on these closed systems and they 

tell us how to behave.  And we have to treat our patients 

in a certain way, and we have to send forms to their folks 

who are going to review it.  It doesn’t fit with how we 

practice medicine within Kaiser Permanente, so I’m talking 

more from my physician colleagues’ standpoint.  And the 

neurologists are going you know what?  We will have high 

standards.  We will exceed or meet the standards in the 

community.  We can agree on that, but I don’t need folks 

to tell me every single step that I have to take every day 

to manage his patient because I somehow manage these 

patients very well without this.  So, yes, let me 

demonstrate that I hit quality, but don’t come in and 

really disrupt what we’re doing in terms of patient care, 

the infusion center, the people that work in there, the 

documentation that flows.  It doesn’t seem to add any 
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value from our perspective.   

  It may be different outside of a closed system 

because I can aggregate data.  And I was trying to think 

about this.  What’s the Lilly drug for substance in the 

hospital setting?  Can you remember?  Yeah.  I can’t even 

think of it.  I don’t think we use it anymore.  But you 

know when that drug first came out, had lots of risk 

drain-offs involved.  For 30 hospitals in California, we 

collected the data for about 18 months.  You know what?  A 

lot of patients died of that drug.  And I just had to 

share the data back with the physicians, the ID 

physicians, other physicians in the hospital settings.  

You know what?  We made our own decision.  That drug was 

too risky in general to use.  I didn’t have to deny any 

patient or have prior authorization.  The data said very 

difficult to use correctly in a real hospital setting.  

And it turns out we’re not using that drug anymore.   

  So I would do the same thing with Tysabri.  Have 

to collect that data, aggregate it across several centers 
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where neurologists practice.  And over time, we’ll 

actually figure out does this drug actually make sense for 

patients, and where does it fit in, and what is the risk 

profile for this drug, and how do we continue to 

incrementally better manage that drug for those patients 

that really need Tysabri for MS versus the other 

therapeutic options that they have on the market.   

  DR. PACE:  So as an example, there are other 

issues around this RiskMAP issue.  I actually gave up 

being on the iPLEDGE system because I don’t see patients 

often enough anymore.  But out of 14 clinicians in our 

primary care clinicians in my office, two of them have 

elected to be on the iPLEDGE system.  And we’re all paid 

salaries.  But they recognize that every time a patient 

comes in for prescribing that drug, that’s a 40 minute 

appointment.  You can’t –- I mean all I’m doing is 

refilling the prescription for 30 days.  That would be a 

five minute visit for most things.  That’s a 40 minute 

appointment. 
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  And then they tell me about a third of the time, 

they end up making up the data because it’s one day 

outside of range.  Nobody will tell you what those ranges 

are very easily on the site.  It’s hard to tell, but your 

pregnancy test is one day out.  Well, you know, that 

doesn’t really fit with either the schedule for the 

patient, the schedule for the doctor.  If it’s too long, I 

guess I can understand that, but if it’s one day too 

short.  I’m not quite clear what the risk is in that 

sense, you know.  You’re only going to give the next 30 

days.   

  So it’s that kind of issues that it’s difficult 

to pick up on the site, it’s difficult to figure out.  

People have to put it in multiple times.  And I can tell 

you that they tell me that I finally just end up fudging 

the date so I can get the person their medication.   

  DR. MEYERS:  Okay.  We’ve got about four 

minutes.  So what I was going to do is ask each –- give 

you each a last minute.  Just from your experience, what’s 
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working, what’s not working, what do you want to leave 

here with people knowing.  Give you a few seconds to think 

about it.   

  (Pause.) 

  MR. GLASSMAN:  I think the one thing that we’ve 

probably learned over time, you know, obviously people are 

going to have differences of opinion and differences of 

approaches.  But the one thing I think we’ve learned over 

time is communication, open, transparent communication 

about these issues I think moves everybody ahead in the 

long run.  And even with disagreements, you can work 

through those and I think come out ahead. 

  The one thing I would highlight is to continue 

to communicate about these issues across plans, within 

plans, across plans, within agencies, across agencies.  I 

think that’s probably the lone message that I think would 

be a good one to leave with. 

  DR. FLAMM:  Also along those lines, I think that 

we would strongly support increased transparency, and 
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information is the basis that we need to build our systems 

around.  And then look at ourselves as collaborative 

stakeholders trying to work together for a common goal to 

protect the safety and improve outcomes in terms of 

quality and efficacy.   

  And hopefully to take the date that we all have 

from our different environments, HIPAA restrictions to be 

considered, but figure out how we can learn from 

increasingly bringing our data together to evaluate what 

we’re doing and what we can do better.   

  MR. WAGNER:  I’ve already mentioned that I think 

the flexibility around procedural things and system things 

that are closed systems certainly have some flexibility 

around implementation.  A requirement that if that 

happens, closed systems have to meet or exceed the 

standards, that data should be available for review by 

appropriate oversight boards.  Eventually it should be 

published in the peer review literature so that people can 

actually say it is transparent, it is good quality.  And 
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it’s actually then allowing people to use those procedural 

advantages or innovations to actually push the envelope, 

to actually provide more quality at a lower price because 

we’ll have some flexibility to do it smarter, less 

expensive and better and get credit for it too because 

there is a marketplace for healthcare in this country.   

  DR. PACE:  And I would say that this is –- I 

know it’s a –- we’re a capitalist society and I happen to 

believe in all of that.  But this may be one place where 

working together may in fact help us as opposed to being 

competitive about it.   

  Speaking for the private clinicians, if we can 

figure out a way to make this data centralized, such that 

once I have my interface with that system for my EHR, it 

doesn’t have to be redone every time another company comes 

up with the next RiskMAP.  We’re talking the same 

information.  You got a patient that needs some kind of 

monitoring, some kind of drug they shouldn’t be on.  I 

mean it’s the same steps more or less to make things 
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happen correctly.  If you can –- I think it’s a place you 

should be thinking about not doing this with a whole lot 

of centralized –- each person doing it, but think about 

putting it in one place so that we can all interface with 

it, and we can move this forward rapidly.   

  DR. MEYERS:  Please join me in giving these 

folks a hand. 

  (Applause.) 

  (Break.) 

  (On the record - 3:15 p.m.) 

  MS. KWEDER:  Okay, let’s begin.  If anyone 

hasn’t noticed, there is a different time on every clock 

in the room.  I’m going by the one straight ahead of me 

because that’s the one people at the podium can see. 

  Again for those of you who don’t remember when I 

asked the question, my name is Sandy Kweder.  I’m from the 

Office of New Drugs at the FDA.  And this panel is from 

the perspective of –- RiskMAPs from pharmacists and 

distributors perspectives.   
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  Before I introduce the panel, though, I want to 

follow up on a point made in the last panel for point of 

clarification.  I absolutely understand the frustration 

with not being able to see your RiskMAP, and some of the 

things that you’ve shared about your frustration of not 

being able to show pieces of working documents, I 

completely –- points well taken.  I don’t understand that 

myself.  But just to clarify, most of the time when there 

is a RiskMAP, it doesn’t come in a tidy little package 

that we could then say here it is.  And that may be part 

of the reason that you feel like this is kind of a 

nebulous thing.  And that’s because these have evolved 

over the years and they aren’t sort of a nebulous thing. 

  A RiskMAP may include the sum total of what the 

language is in a product package insert, plus the way the 

plan is going to –- the way the product is going to be 

marketed and people educated about it, plus certain forms 

that might go with enrollment, really depends a lot on the 

different products.  But I think as the agency engages in 
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more and more of this, we’ll start to see these taking a 

shape that better lends itself to the sort of transparency 

that we all think would be a good thing.   

  So with that behind me, let me just go on to 

Panel 3, pharmacists and distributors perspective.  I 

think that there’s probably no question why would we want 

to have a panel that asks pharmacists for their 

perspectives on RiskMAPs.  But some of you may be 

wondering why distributors.  And I hope that will become 

evident over the course of the panelists’ presentations 

because we have realized that in many cases, the 

distributors play an enormous role in the success of any 

risk management program.  We can spend all the amount of 

effort we want to educating prescribers, patients, 

pharmacists, you name it.  But if particularly where there 

is a closed system, if the distributors are not engaged in 

participating, the whole program can go out the window in 

a flash.  So that’s one of the reasons we included 

distributors on this panel. 
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  Lisa Bernstein is going to be your moderator for 

the panel.  Lisa is a Pharm.D. and a J.D.  She’s been at 

the agency for a very short time.  Almost as long as me.  

No, I’m being facetious.  She’s been at the agency for a 

number of years.  She’s one of our most experienced folks, 

and she holds the title of the director of the Office of 

Pharmacy Affairs, a very important position.  Lisa. 

  MS. BERNSTEIN:  Thank you, Sandy.  This is a –- 

at least for me as a pharmacist and not a distributor –- 

sorry, Anita –- but I think that there’s going to be some 

really interesting perspectives you’ll hear from this 

panel.  These are important stakeholders who implement the  

elements of the RiskMAP that enables access to the drugs, 

and they provide essential patient education for these 

drug products.  And we’ve heard from a number of pharmacy 

organizations over the past several months that logistical 

implementation of many RiskMAPs has been –- particularly 

restricted distribution has been challenging to say the 

least. 
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  And we also heard about challenges pharmacists 

have faced regarding medication guide distribution and 

dispensing.  And FDA held a meeting about two weeks ago.  

We spent two full days just addressing the challenges 

regarding medication guides.  So that’s how big some of 

these challenges are for pharmacists.  And if you are 

interested and you missed it, the transcript should be on 

our website very shortly so you can read all the exciting 

news from the two days that you missed. 

  For this panel, though, we’ve brought together 

various perspectives from different pharmacy practice 

settings, hospital, retail, managed care, and from the 

general pharmacist perspective, as well as from the 

distributors who are important in supplying the drugs to 

the pharmacies.  And we could spend the next one and a 

half hours discussing the challenges and problems for 

these different perspectives, but they’ve agreed to help 

identify and recommend some solutions to overcome these 

challenges.  
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  And on our panel today, we have Marcie Bough, 

who is director of Federal Regulatory Affairs at the 

American Pharmacists Association.  We have Mark Gregory, 

who is vice president of Pharmacy and Government Relations 

for Kerr Drugs, who is representing the National 

Association of Chain Drug Stores, as well as the National 

Community Pharmacists Association.  Nathan Thompson, who 

is director of Outpatient Pharmacy, Johns Hopkins Home 

Care Group, representing the American Society for Health 

System Pharmacists.  Mary Ryan is vice president of the 

Pharmacy Regulatory Group of Medco Health System.  She is 

representing the Academy of Managed Care Pharmacy.  And 

Anita Ducca is director of Federal Relations? 

  MS. DUCCA:  Regulatory Affairs. 

  MS. BERNSTEIN:  Regulatory Affairs at the 

Healthcare Distribution Management Association.  Marcie 

Bough is going to go first. 

  MS. BOUGH:  Thank you.  Again my name is Marcie 

Bough.  I’m the director of Federal Regulatory Affairs 
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with the American Pharmacists Association.  Very happy to 

be here.  I’m a pharmacist and happy to be working with 

APHA, which was founded in 1852 as the American 

Pharmaceutical Association.  And we represent over 60,000 

pharmacists, pharmaceutical science, student pharmacists 

and pharmacy technicians and others interested in helping 

improving medication use and advancing patient care.  APHA 

members provide care in a variety of settings, including 

community, pharmacies, hospitals, long-term care 

facilities, managed care organizations, hospice settings 

and the military. 

  My comments today will focus on general concepts 

and the need to develop system-based approach for risk 

management programs that are both effective in mitigating 

the risks and –- workable for pharmacists, physicians and 

patients.  The agency must consider the need to balance 

the program efficiencies with pharmacists workflow and 

workload.   

  Given the growing number and variations of the 
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risk management programs, we can no longer address these 

risk management programs in a separate manner.  We must 

look for consistency within the programs based on defined 

risk levels.   

  So what do we have with –- we have the prompt –- 

Foot Prompt risk management programs.  We have challenges 

with the current risk management systems.  Currently –- 

well, all drugs have a risk.  There’s no delineation 

within the prescription drug class to identify products 

that may have a higher risk, require more attention, or 

program registration.  APHA recommends that the agency 

develop criteria to guide the determination of when drugs 

will be placed in a risk management program.  The criteria 

would help create consistencies with the programs and help 

ensure that the proper products are placed in risk 

management programs, utilize a formal system for these 

programs, and assure that drug products are not placed 

unnecessarily within a risk management program.   

  Looking at the interventions and tools available 
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for risk management programs, we have a variety of risk 

management tools ranging between targeted education for 

the physicians or other prescribers, pharmacists and 

patients, participation agreements for the programs, 

patient screening, patient training and assessment, 

enhanced drug interaction screening, compliance 

documentation, and then finally process measures.  Many of 

these we’ve heard in more detail earlier today. 

  Unfortunately pharmacists must deal with the  

confusing and –- pharmacists must deal and manage with the 

growing number of these tools and programs, each with 

different structures and often confusing requirements.  

This trends to focus pharmacists’ interest and attention 

on administrative duties and often burdens rather than the 

appropriate medication use takes away that time that the 

pharmacist could be offering face-to-face medication 

therapy management to those patients to help manage their 

medications. 

  With the risk management program development, 
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the FDA currently uses a product by product approach.  

Programs may have a different and conflicting requirements 

in managing these multiple programs previously stated, 

focus the interest on the administrative burden as I 

previously stated.  Whereas we’ve seen with the medication 

guide program last week, and in the efforts to advance the 

profession of pharmacy to focus time away from dispensing 

and towards that face to face interaction with the 

patient, we may see a greater value from these services, 

services ranging from the med guides all the way to risk 

management programs if we can help the pharmacists manage 

these programs and work efficiencies into the system to 

work with the patient. 

  With the program development, APHA recommends a 

system-based approach with use of standard tools based on 

the product’s risk level.  Each tool must have a 

consistent structure when used in any program.  A system 

and appropriate tools should be identified now as we move 

forward so that programs can be evaluated both pre- and 
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post-implementation.  Systems should have a common 

infrastructure and make use of available technology so 

that we’re not recreating the wheel every time a new risk 

management program is implemented. 

  And finally evaluation of risk management 

programs.  As we have heard earlier today and throughout 

these presentations, risk management programs must be 

evaluated at the practical level for both prescribers, 

pharmacists and patients.  If so much effort goes into 

creating the risk management programs with great 

intentions, then equal effort must be used to evaluate the 

effectiveness of these programs both pre- and post-

implementation. 

  Again with the evaluation measurements, there 

are things that should be included.  Evaluations include 

actual health outcomes.  With the use of these programs, 

documentation of patient knowledge and compliance with the 

programs and look at how the programs would work in actual 

pharmacy practice. 
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  APHA also recommends that with the evaluation of 

these programs, the agency looks at the process to easily 

located risk management programs and have similar to some 

of the med guide recommendations, a single site whether 

it’s Internet or hard copy of a place to summarize all of 

the risk management programs that are out there that’s 

easily searchable and easy to locate so that any 

practicing pharmacist or other healthcare provider would 

be able to find what programs are out there for these 

specific products.   

  And I think what we’ve heard today similar to 

this that we also need a targeted educational campaign for 

the risk management programs, I think all of us in this 

room are aware of what a RiskMAP is.  But I think we’ve 

heard from the patients and the people actually dealing 

with these programs that often those that are trying to 

implement them are those that may be the beneficiaries of 

these risk management programs aren’t aware of them, have 

never heard of them, and some educational campaigns for 
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these programs would really help as we move forward. 

  In conclusion, pharmacists are prepared to and 

want to play a role, an important role, in their risk 

management.  However, these programs must not be time 

intensive and not create undue burden on the practice of 

pharmacy.  And they need to preserve the pharmacist’s 

ability to provide patient care to the patient.  

Pharmacists help patients maximize the benefit and 

minimize the risk of their medications.  And APHA would 

like to work with FDA and other stakeholders in developing 

a system-based approach to risk management programs.  

Again thank you for your time, and we look forward to 

working with all the stakeholders on this important issue.  

Thank you.   

  MR. GREGORY:  Hi, I’m Mark Gregory, vice 

president of Pharmacy at Kerr Drug, 25 years in the 

pharmacy industry.  Kerr Drug is a regional pharmacy chain 

in the Carolinas, about 102 pharmacies.   

  Today I’m speaking for NACDS and NCPA.  If you 
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don’t know NACDS operates 37,000 community based retail 

pharmacies representing 200 companies.  NACDS members are 

small, medium and large chain pharmacies, including 

traditional chains, like Kerr Drug, supermarket 

pharmacies, mass merchandise pharmacies, varying in size 

from four stores to over 6,000 pharmacies.   

  NCPA represents the pharmacy owners, managers 

and employees of more than 24,000 independent community 

pharmacies across the United States.  So collectively 

there are about a total of 55,000 community pharmacies, 

chains and independents whose distribution processes are 

impacted by RiskMAPs.   

  Now Marcie’s theme is pretty much the same as 

mine because we wanted to talk about operational issues 

with implementing RiskMAPs.  And really in today’s 

community pharmacies, it’s challenging to integrate the 

RiskMAPs into the drug distribution process, especially 

closed loop programs like clozapine and isotretinoin like 

we talked about earlier today.   
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  The difference is really in the RiskMAP programs 

really present a barrier.  A large part of the challenges 

is there is not a common design or platform, especially 

for performance linked access systems.  Pharmacies are 

really well positioned to assist with risk minimization 

programs, whether the program includes education, 

reminders, or a controlled distribution program.  But it’s 

important to note that workflow standardization is an 

important component of filling prescriptions adequately 

and correctly.  Current manual methods outside of the 

normal workflow and dispensing process interrupt pharmacy 

workflow and really can’t compromise patient safety.  So 

again we recommend the FDA needs to outline a more 

standardized process that can be integrated with an 

existing workflow to help ensure execution.   

  It’s suggested, like others have suggested, to 

look at current pharmacy processes and technology such as 

real-time messaging, prescription claim, electronic 

adjudication, electronic prescribing, now recognized 
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medication management web-based applications, and existing 

learning management systems that are recognized in our 

industry today to be utilized, to facilitate and comply 

with RiskMAP requirements. 

  Currently drug manufacturers need a risk –- have 

a risk need to contract with firms to administer the risk 

management programs, which could be a conflict of 

interest.  RiskMAPs should not be an opportunity for 

branding or a marketing advantage.  The FDA should 

facilitate the selection of a central vendor.  We propose 

that FDA contract with a selected vendor that all 

medications require a RiskMAP would utilize.   

  It’s critical that RiskMAPs are only put into 

place for medications that present a serious safety 

signal.  This should not become the standard of practice.  

In the best interest of the patient, as long as retail 

community pharmacy can meet the criteria, the criteria of 

the risk minimization program, all pharmacies should be 

able to inventory and dispense the medications.  Several 
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current RiskMAP programs restrict distribution and limit 

retail pharmacy access.  Restricted distribution is not 

good for the patient and leads to fragmentation of care.  

The normal drug distribution and return logistics should 

be in place for these medications. 

  Patient counseling by a pharmacist is a critical 

component in the drug dispensing process.  Pharmacists 

help to manage patients often complex medication therapies 

and positively impact outcomes.  The pharmacist-patient 

relationship in counseling is an important part of the 

continuum of care.  With the disparate risk management 

programs, this continuum of care may be interrupted.  It 

was mentioned also earlier about flexibility.  And really 

a continuum of care also can include a professional 

judgment that a pharmacy provider may make to allow an 

emergency supply of medication so therapy is not 

interrupted.   

  Pharmacists should be included in the group of 

healthcare providers that are reimbursed for their RiskMAP 
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consultative services.  Currently there is RiskMAP 

programs that reimburse providers for pregnancy 

counseling.  However, pharmacists are not recognized as a 

pay provider for this service.  Pharmacists are very 

accessible and play an important role in patient care and 

such should be recognized and reimbursed as providers of 

consultive services related to RiskMAP programs.   

  Again dispensing a medication with a RiskMAP can 

be very time consuming process, and pharmacies are not 

currently compensated for the extra care and effort which 

includes up-front pharmacy staff training costs.  

Manufacturers or the payer community whose medications 

require extensive safety interventions should fund a 

system that in turn would provide compensation to the 

pharmacies and other providers. 

  There needs to be an increased level of 

cooperation and communication between stakeholders in the 

RiskMAP programs.  A critical step in the design of a 

program should be understanding the system.  All 
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stakeholders should be involved and invited to provide 

input during the design phase of a program well before 

implementation.  Pharmacy providers must be represented on 

the RiskMAP team.  Once designed, sufficient time needs to 

be allotted for communication to the pharmacies and 

training of staff.   

  A wide variety of communication and education 

vehicles exist in the pharmacy industry today, including 

channeling information through national and state pharmacy 

associations, utilizing the continuing education process, 

or developing web and conference call training and 

education.  There are a number of learning management 

companies that are well recognized as quality 

organizations by the pharmacy industry.   

  And finally I might note that all record-keeping 

and reporting should be done electronically on a central 

system which would decrease the burden and interruption to 

workflow.  Having one central vendor would help to 

drastically improve the efficiency and efficacy of RiskMAP 
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implementation, training, reporting and performance.  And 

for one vendor to be accountable in facilitating 

stakeholder training, registration and communications. 

  Concluding comments include that the community 

pharmacy industry takes very seriously our role in drug 

dispensing and patient counseling for medications with 

RiskMAP programs.  Pharmacy providers are well positioned 

to assist with risk surveys, risk minimization and 

pharmacovigilance programs.  Extensive RiskMAP programs 

should not become a standard of practice.  It must be 

limited only to medications that pose a serious safety 

risk. 

  So to some, we ask for all the reasons mentioned 

that FDA take into consideration standardizing processes 

and utilizing one centralized system for RiskMAP 

medications.  Pharmacies also need a mechanism through the 

central system to be reimbursed for staff training, time 

and pharmacists’ consultation services.  NACDS and NCPA 

look forward to working with the FDA and key stakeholders 
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as they continue to work on RiskMAPs and their 

implementation.  Thank you. 

  MR. THOMPSON:  Good afternoon.  My name is 

Nathan Thompson.  I’m the director of Outpatient Pharmacy 

for the Johns Hopkins Home Care Group.  I’m here to 

represent the views of the American Society of Health 

System Pharmacists.   

  ASHP is a professional association with over 

30,000 members and represents pharmacists who practice in 

hospitals and organized health systems, including 

ambulatory care clinics, home care and long-term care 

settings.  I appreciate the opportunity to present the 

views of ASHP on the implementation of risk management 

action plans.   

  ASHP’s policies supports the current system of 

drug distribution in which prescribers and pharmacists 

exercise their professional responsibilities.  The Society 

also acknowledges that there may be limited circumstances 

in which safety restrictions placed on the traditional 
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drug distribution system may be appropriate if the 

following principles are met.  First, the requirements do 

not interfere with the continuity of care for the patient.  

Second, the requirements preserve the pharmacist-patient 

relationship.  Third, the requirements are based on 

scientific evidence fully disclosed and evaluated by 

prescribers, pharmacists and others.  Number four, there 

are scientific consensus that the requirements are 

necessary and represent the least restrictive means to 

achieve safe and effective patient care.  Number five, the 

cost of the product and any associated products and 

services are identified for purposes of reimbursement.  

Mechanisms are provided to compensate providers for 

special services and duplicative costs are avoided.  

Number six, all requirements are stated in functional 

objective terms so that any provider who meets the 

criteria may participate in the care of the patient.  And 

finally, the requirements do not interfere with the 

professional practice of the pharmacists, prescribers and 
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others. 

  ASHP recently conducted a survey of its members 

who have experience with restricted drug distribution 

systems to better understand the experiences of hospitals, 

pharmacists and their patients.  Pharmacy department 

managers who responded to the survey generally supported 

the need for RDDS programs when necessary to protect 

patients from heightened risks associated with a 

particular drug.  These programs do, however, present 

challenges in the hospital and health system setting, 

including problems related to timely access to drugs for 

patients and continuity of care.   

  Most respondents believe that RDDS programs can 

be improved and standardized.  And that pharmacists’ input 

into the development of RDDS programs would improve them.  

Sixty-eight percent of respondents believe that RDDS 

programs are necessary in some circumstances to protect 

patients.  Seventy-five percent of respondents indicated 

that their hospital or health system is registered to 
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dispense products for one or more RDDS programs.  Seventy-

nine percent of respondents believe that practicing 

hospital and health system pharmacists’ input into the 

development of RDDS programs would yield better programs. 

  Continuity of care was an important issue for 

many respondents when restricted drug distribution systems 

are used.  Eighty-two percent of respondents indicated 

that continuity of care is compromised.  Additionally 90 

percent of respondents to the survey stated that RDDS 

programs compromised timely access to medication.  In our 

outpatient pharmacy department, the most commonly 

dispensed RDDS medications are thalomid, Revlimid and 

clozaril.   

  In order to minimize burdens on the healthcare 

system, some standardization of RiskMAPs is needed.  

Additionally the programs must be transparent and ensure 

product availability in order to maintain provider and 

patient access to therapeutic choices.  Restricting a 

particular product to dispensing by a specialty pharmacy 
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as an exclusive distributor may result in the unattended 

consequence of restricting the availability of the product 

overall.   

  ASHP also believes that distribution of 

medication through an exclusive distributorship should be 

avoided.  The medication should come through normal 

wholesale pathways since compatibility with existing 

distribution systems will help to ensure access to 

medications and not disrupt the medication use process and 

potentially compromise patient safety.  Additionally, 

while ASHP does believe that additional controls are 

needed when dispensing certain medications, minimizing the 

number of steps involved under a RiskMAP is necessary to 

reduce the burden on providers, patients, distributors and 

pharmacists.  Furthermore, health systems already have in 

place processes to alert providers and pharmacists when a 

drug is considered high risk.  For example, when an 

investigation on a new drug is provided.   

  A large number of medications dispensed from our 
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outpatient pharmacies at Johns Hopkins are high alert 

medications.  High alert medications have a higher than 

normal potential to cause severe patient harm if dispensed 

in error.  Dispensing rate for high alert medications in 

our outpatient pharmacies could be as high as four out of 

every 10 prescriptions dispensed.  Many medications that 

fall under RDDS programs are high alert medications.  

  For patient safety purposes, special processes 

have been included in the medication dispensing practices 

for high alert medications, such as independent 

pharmacists, prescription verification, weight based dose 

justification for patient orders, and specific patient 

counseling practices.   

  Special steps identified for patient safety and 

the medication dispensing process are not always 

consistent with the steps included in the RiskMAP process.  

For example, the high alert medication thalomid, the 

pharmacist first must confirm the provider has enrolled 

the patient in the RiskMAP process, then must receive a 
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specific patient authorization number through the STEPS 

program to dispense the medication, and then ensure that 

the pharmacy is properly enrolled so that the drug can be 

procured for the patient.   

  These additional steps cause a prescription to 

be removed from our typical prescription production 

process.  And the decrease in –- and this also decreases 

the time allotted to specific prescription dispensing 

processes that focus on patient safety.  FDA should 

consider whether RiskMAP processes should be integrated 

into high alert systems already in place in hospitals.   

  Currently healthcare information technology does 

not play a large role in RiskMAPs.  The use of technology 

varies among pharmacies, and even access to the web is 

highly variable.  However, the availability of on-time, 

real-time enrollment via the computer for patients, 

pharmacists and others who may be required to register 

with a safety program would greatly assist quality 

prescribing, dispensing and patient use for those 
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pharmacies with computer and web access.   

  When determining whether and how to establish a 

restricted distribution system for a drug product, 

pharmaceutical manufacturers and the FDA should consult 

with practicing pharmacists to determine the most 

effective mechanism to preserve the pharmacist-patient 

relationship and continuity of care for the patient.  And 

also ensure the requirements do not interfere with the 

professional practice of the pharmacists.   

  Pharmacists should be involved in the 

development of RiskMAPs and their evaluation in order to 

ensure the compatibility of the systems.  However, the 

burden of data collection should not be borne by the 

pharmacists as this would constitute an undue burden.  

ASHP would like to work with FDA on the development of 

RiskMAPs and provide advice on how to standardize systems 

and develop criteria to determine which drug should go 

into a RiskMAP.   

  Over the past year, our outpatient pharmacy 
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began receiving prescription orders for the new anti-

cancer medication, Revlimid.  Only after a series of phone 

calls was our outpatient pharmacy able to procure and 

dispense this medication for our patients.  A delay in the 

procurement of RiskMAP medications can cause a delay in 

patient therapy.  It is imperative that outpatient 

pharmacy settings are able to receive these life-saving 

medications in a timely manner so that treatment is not 

delayed for our patients.   

  Research should be performed on the health 

system level with a focus on quality and access to develop 

a strong evidence base and healthcare system approaches, 

processes and tools that support appropriate use of 

medications with safety problems, or a reminder, and PLA 

RiskMAPs are being used or considered for use.  Hospitals 

could perform the research in the post-approval process 

phase of the drug approval process and supply the results 

to FDA.  Additionally, AHRQ could evaluate drugs with 

RiskMAPs and examine the outcomes.  Frequent review 
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evaluation as to whether a drug must have a RiskMAP is 

necessary. 

  FDA should authorize research to determine how 

well existing and new restricted drug distribution systems 

are achieving their goals.  Drug manufacturers and the FDA 

should partner with professional organizations in 

conducting this research.  Various payers, such as the 

Department of Veterans Affairs, CMS, and others should be 

involved in evaluations of the effectiveness of RiskMAPs 

or pilot interventions, while pharmacists, physicians, 

patients and nurses are the primary stakeholders in health 

care who should be involved in the design and choice of 

risk minimization tools as well as providing feedback on 

their effectiveness.   

  The FDA Drug Safety and Risk Management Advisory 

Committee should craft recommendations to improve RDDS 

programs.  The committee should analyze current FDA 

standards and recommend new policy in several key areas 

related to RDDS, including feasibility of standardizing 
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basic elements of all programs, ensuring timely access to 

drugs for patients, eliminating continuity of care 

problems, and lastly permitting exceptions from various 

RDDS program registration rules for those practitioners 

that meet pre-determined agency standards and 

requirements.   

  In the future, AHRQ and FDA should provide 

patient education, public awareness campaigns and on-going 

research to promote continued collaborations and 

contributions to the high quality, appropriate use of 

medications with RiskMAPs.  Thank you for the opportunity 

to provide these comments. 

  MS. RYAN:  Thank you for the opportunity to 

participate in the workshop today.  I’m Mary Ryan, vice 

president of the pharmacy regulatory group of Medco Health 

Solutions.  And I’m also chair of the Academy of Managed 

Care Pharmacies Legislative and Regulatory Action 

Committee.  Today I’m speaking on behalf of the Academy of 

Managed Care Pharmacy.   
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  AMCP is a national professional association of 

pharmacists and other healthcare practitioners who serve 

society by the application of sound medication managed 

principles and strategies to help improve healthcare for 

all.  The Academy’s 5,000 plus members developed and 

provided a diversified range of clinical, educational and 

business management services and strategies on behalf of 

the more than 200 million Americans covered by a managed 

care pharmacy benefit. 

  The Academy appreciates the opportunity to 

provide input to help in the development and 

implementation of mechanisms to minimize the risk 

associated with pharmaceuticals that have unusual safety 

requirements and which require ongoing patient monitoring.  

Managed care pharmacists are professionals who practice in 

managed care environments, such as health plans, pharmacy 

benefit management companies, and many government 

agencies, such as the Veterans Administration.   

  This is the group of pharmacy professionals 
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whose job it is to scientifically evaluate medications and 

design medication management plans, including such 

familiar (indiscernible) as formularies in order to 

effectively and efficiently serve the needs of their 

patient populations.  Across the country, managed care 

pharmacists are managing thousands of prescription 

programs, including prescriptions filled in community 

pharmacies, integrated health system pharmacies, specialty 

pharmacies, ambulatory or outpatient clinics, and mail 

service pharmacies.  The Academy’s comments today will 

focus on the prescriptions dispensed by mail service 

pharmacies.   

  The Academy has chosen to focus on prescription 

dispensed in this specific setting because while mail 

service pharmacies dispense 18 percent of prescriptions in 

the United States today, this area of pharmacy 

distribution has not otherwise been represented on this 

panel.  In addition, we will focus on the impact of 

RiskMAPs on prescriptions paid for by the health plans or 
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prescription benefit management companies or PPM’s.   

  The Academy supports the concept of risk 

minimization plans when and as necessary to protect 

patients from the medication’s risks.  With increasingly 

complex medications in the pipeline, the need to use 

RiskMAP programs will become more common, and it is 

therefore important that RiskMAP programs are designed to 

be manageable for all concerned stakeholders, including 

patients, prescribers and dispensing pharmacies.  We 

encourage the FDA to involve all areas of practice, 

including mail service pharmacies, and companies that 

manage pharmacy benefits in developing such programs. 

  Although it may appear to be more convenient for 

prescribers and pharmacists to have all RiskMAP programs 

function in a similar way, the Academy maintains that such 

a cookie-cutter approach would not best serve to protect 

patients from harm.  In reviewing the RiskMAP programs for 

some of the medications requiring such programs today, 

such as isotretinoin, thalidomide and Tysabri, it quickly 
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becomes apparent that there are significant differences in 

programs based on differences in drug delivery and patient 

safety factors.  The FDA will need flexibility to evaluate 

the goals and the use of individual RiskMAP programs and 

design programs accordingly.  Ultimately the FDA may wish 

to establish a RiskMAP process separate from the drug 

approval process.  

  The Academy encourages the FDA to seek input 

from mail service pharmacy and from pharmacy benefit 

managers as it develops each RiskMAP program and provide 

information about developing programs as soon as such 

information is available.  Although the FDA and the 

manufacturer may better understand the risks of newly 

approved medications at the time of approval, it is 

prescribers, pharmacists, pharmacy operators and pharmacy 

benefit managers that understand the potential impact on 

patients and practice.   

  RiskMAP programs limiting medication quantities 

may not allow patients to take full advantage of the 
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prescription drug benefit.  For example, a RiskMAP program 

for a specific drug may limit the quantity of a medication 

allowed.  The patient’s benefit may require a co-payment 

as if a full 30-day or 90-day supply had been provided.  

The limitation may be necessary but should be introduced 

with an understanding of the potential financial impact it 

presents.  In addition, pharmacy benefit managers must 

have information of RiskMAP programs as they make 

formulary decisions and decide upon internal safety 

protocols related to prior authorization requirements. 

  Pharmacy benefit managers all have experience 

with their own version of risk minimization action plans 

through safety-related prior authorization programs.  

Health plans and PVM’s have (indiscernible) of their own 

prior authorization programs for medications such as 

erythroproetin, based on published literature before the 

FDA released public warnings about such products.   

  Upwards of 90 percent of Americans receive the 

advantage of some type of managed pharmacy benefit which 
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provides such initial risk minimizations safeguards.  The 

FDA should take advantage of the opportunities to 

implement safety restrictions that can be implemented 

through pharmacy benefit managers, mail service pharmacies 

and specialty pharmacies.  Rather than restricting the 

initial distribution channel for a medication by using 

only one wholesaler which can be problematic for 

pharmacies nationwide and drive up costs for patients and 

providers alike, RiskMAP programs can be structured to 

take advantage of the specialty skills and systems for 

patient monitoring represented by pharmacy benefit 

managers and some pharmacies.   

  Additionally, the Academy would like to ensure 

that the FDA is aware of state legislation and regulations 

that may intersect with some RiskMAP programs that 

restrict distribution to certain pharmacies.   Although 

such programs may work for most patients with a commercial 

pharmacy benefit, some state programs, for example 

Medicade or some state employees benefits, may carry an 
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additional barrier by requiring that prescriptions be 

dispensed by pharmacies within their state.  And several 

Medicaid agencies do not allow mail order pharmacies 

services creating challenges that may prevent patients 

from receiving need of medications.   

  The FDA must include stakeholders that are aware 

of such restrictions when RiskMAP programs are being 

developed.  The Academy understand that when developing 

RiskMAP programs, the FDA is motivated by the best of 

intentions when it comes to patient safety.  However, the 

complexities and logistics of today’s pharmacy benefits 

and pharmacy distribution systems must be taken into 

account.  All stakeholders must be involved early in the 

process.   

  Additionally, as the FDA continues to approve 

additional RiskMAP programs, it is imperative that these 

programs are structured to include an ongoing evaluation 

process with representation from the range of healthcare 

provider groups to continually analyze whether such 
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programs either are or could impede access to necessary 

medications. 

  The Academy recognizes that the FDA may not have 

had the resources and stakeholders to present this 

perspective in the past.  However, AMCP’s members 

represent payers and pharmacy providers both of which are 

available to provide a value of resource of information in 

the future.  Thank you.   

  MS. DUCCA:  Good afternoon.  I want to thank you 

for the opportunity to be here and give you the HDMA 

perspective on RiskMAPs.  I also want to thank Ilisa and 

Sandy for their kind comments about wholesale distributors 

and how important we are in this whole system because that 

helps to frame up the talk that I’m going to give today.   

  I’m going to give a brief overview of the 

wholesale distribution industry.  I assume that many of 

you in the audience are not familiar with what we do.  And 

that in order to be able to understand our comments and 

recommendations, it’s important to have a little bit of a 
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baseline understanding of the industry as a whole.   

  I’ll briefly touch on who regulates wholesale 

distribution.  I will use iPLEDGE as a case example that’s 

the basis of the comments that we’re going to be giving 

today.  So I’m going to be talking really just about the 

restricted distribution approach to RiskMAPs.  We’ve 

already commented on the med guides program a week ago.  

And so I’ll just talk about the restricted distribution 

programs for today.  And then I’m going to give you some 

general observations about RiskMAPs and then some specific 

recommendations to follow as we move along in this area. 

  Okay.  First of all, the Healthcare Distribution 

Management Association is a trade association with 40 

primary full service healthcare distributors.  We call 

them healthcare distributors because although drugs are 

the basis and the most predominant product that they 

distribute, we also distribute medical devices, health and 

beauty aids, and other things.  Anything that you might 

find in your local pharmacy has found its way into the 
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wholesale distributors warehouses.   

  There are distributors who are national in 

scope, some are regional, meaning they’ll concentrate on 

just distributing in one part of the country, and some are 

specialty, meaning that they may focus in on a certain 

type of product or a product that requires special 

handling, if it needs special refrigeration, for example, 

or freezing or that kind of thing.  And so there are 

distributors that just focus in on certain specific 

elements of the prescription drug market.  There are among 

HDMA’s members 151 distribution centers that service 50 

states and territories.  And by distribution center, I 

mean a very large warehouse.   

  Now I’m going to give you some more statistics 

just again to explain who we are.  First of all, this is 

just kind of a roadmap for how the distribution system 

works.  It’s extremely simplified.  I’m going to step 

away.  I hope you can hear me as I step away from the 

podium.  But what the wholesale distributor does is to 
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purchase products from the manufacturers, and usually 

prescription drug products, but also over-the-counter 

products, some medical devices and EDA’s.  They will buy 

these up and store them in their distribution centers.  

And then they sell them to all of the pharmacy sites that 

you see here.  And they may be clinics, chain drug stores, 

independent drug stores, mail order physician offices.  So 

the organizations that you see that purchase the products 

from the wholesale distributor can do their homework in a 

one-stop shopping mode.  So instead of having contracts 

with hundreds of product manufacturers, literally each of 

these dispensing sites can go to one location for all of 

their needs. 

  Just to give you a little bit more data here, an 

individual wholesale distributor stocks about 24,000 

stock-keeping units.  That’s individual types of products, 

maybe the same product packaged a little differently or 

larger number –- and an amount in one product, but we call 

them stock-keeping units.  And typically they have more 
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than 500 suppliers.  They ship to –- overnight they ship 

about 60,000 products.  This is one wholesale distribution 

center per night, 60,000 products.  They deliver products 

usually overnight and sometimes the same day.  And they 

typically have over 700, you know, in the 760 range number 

of facility sites that they ship to.   

  And this is a picture of a wholesale 

distribution center.  What this is the receiving site.  

When the manufacturer ships products into the wholesale 

distributor’s warehouse, this is a picture of one of those 

sites where they’re actually received off of the truck.  

Now I’m just going to comment that you’re going to see 

these pictures.  There’s no people in them.  There are 

various reasons for that, including security of the 

individuals that might be working in these facilities.   

  This is the picture of the storage site.  This 

is a manual picking area.  You see lots of products there 

on the right on these stacks and stacks and stacks of 

shelves.  Let me tell you that this is just a small area.  
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The warehouse itself is many, many times this size, but 

this is just one perspective of what happens there.   

  You can see in the bottom left there the 

conveyor belts.  Overnight there will be hundreds of totes 

that are put in these conveyor belts.  And as the people 

working there pick the products off of the shelves, 

they’ll put them in these totes and the conveyor belt will 

take them out around to the outgoing area.   

  This is a picture of –- if you look at the left 

here, this is what they call an A frame.  It’s an 

automatic dispensing piece of equipment.  You can see the 

drugs that are stacked up there on the left in this 

facility.  This is tied into a computer.  You can automate 

the ordering process and have these products just 

dispensed to this computer picking system.  They drop down 

and they get picked up and move along another smaller type 

of conveyor belt. 

  And this is an outgoing, shipping out area.  You 

can see a few of these blue totes there.  They look like 
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the Montgomery County recycling bins to me.  But they’re 

on the left side.  But this is –- you know, the conveyor 

belts will come down these belts and they’ll get loaded on 

and moved from here onto the trucks as they move out of 

the warehouse.   

  Just a few more points that I wanted to bring to 

your attention is that nearly 80 percent of the 

prescription drugs handled in the United States are 

handled through distributors.  So even though you go to 

your pharmacy on the corner or whoever, they have probably 

been housed at a distribution center before you picked 

them up from your pharmacy.   

  We are very happy about the fact that we can 

save the healthcare system by an estimated $10.5 billion a 

year that’s due to the efficiencies of ordering of storage 

and pharmacies that have the overnight immediate shipments 

to them.  They don’t have to carry a lot of storage area, 

and we can realize a lot of efficiencies by having this 

distribution system in the U.S.  We do this all with an 
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extremely thin, razor thin profit margin of 0.78 percent 

per product.  So as you can see, it’s a lot for a little. 

  We are heavily regulated.  The Food and Drug 

Administration does regulate the wholesale distribution 

programs in the country.  They regulate us under the 

Prescription Drug Marketing Act.  And they set minimum 

standards that we must follow.  The DEA, the Drug 

Enforcement Administration, also regulates controlled 

substances and what they call List 1 chemical precursors.  

So for controlled substances, narcotics, whatever, there 

are special regulations on handling and safeguarding those 

drugs.   

  And the states are actually the primary licensor 

entity for wholesale distributors, although FDA sets the 

minimum standards, the states can set –- they actually 

issue the licenses.  They usually have complicated and are 

getting more complicated license application procedures.  

They can be more stringent and they are going in a more 

stringent direction than FDA is.  We’ve seen that in the 
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last few years.  And they conduct inspections. 

  Let me talk a little bit about iPLEDGE and kind 

of explain this program from our perspective.  And I want 

to –- like I say, I’ll use this as a case example to 

explain why we’re recommending what we’re recommending.   

  iPLEDGE was the program whereby four 

manufacturers of isotretinoin products got together, and 

under the umbrella of Covance, Inc., which is a firm that 

is administering the program for all four manufacturers, 

they set up the program and there are –- you know, 

everybody knows that there are special requirements for 

the prescribers, for the patients, for the pharmacies.  

But there are also special requirements for the 

distributors.   

  And so we heard about the program actually only 

a few months before it was scheduled to start up.  And we 

got involved right away as soon as we found out that it 

was going to be impacting our members as much as it has.  

We formed a task force internally to start talking about 
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the program.  HDMA needed to make our members aware of it, 

and our members needed to make their questions and 

concerns.  They need to present them to us so that we 

could help them out.  And we also started working on 

inputting into the requirements.  We are to this day still 

working with FDA, Covance, and all the other stakeholders 

that are involved in this program. 

  What are the requirements of iPLEDGEledge for 

the distributors?  Well, first of all, a distributor who 

wanted to be in the program had to register.  And they had 

to agree to restrict the distribution of isotretinoin 

products according to the program outline.  And that meant 

they could not ship isotretinoin to any pharmacy that was 

not registered and activated in the program.  And they had 

to agree to supply certain required data regarding the 

distribution of their products.  Sounds very simple and 

very straightforward. However, as we began to delve into 

it for a wholesale distributor, this is not as 

straightforward as it looks just on the surface. 
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  Many of the discussions that we had with FDA and 

with the stakeholders were talking –- were starting just 

at the point of how do we know whether or not we can meet 

the requirements?  Many of the requirements were still 

pending.  So the first step was to –- for a wholesaler was 

to decide whether or not they were even going to register 

in the program.  And yet they had to make those decisions 

while the elements of the program were still in 

development, at least the elements they were going to have 

to meet.  That’s a tough decision when you’re talking 

about the razor thin margins that we have.  You don’t even 

know when you’re going to be able to meet the program’s 

requirements. 

  One of the key operational requirements was 

going to be setting up a system to match your customer 

list with the activated pharmacies that were also in the 

program and permitted to dispense the product.  And again 

if you consider that you are trying to match over 700 

sites with literally tens of thousands of pharmacy sites 
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that were going to be part of the problem –- not a part of 

the problem –- part of the program –- what a slip that was 

–- if you consider what it would be like –- you’ll 

remember this talk.  That’s for sure –- if you consider 

what it would be like to try to do that in what was 

initially envisioned as a manual comparison process, 

originally we were going to receive a text file and have 

to manually do the comparisons.  We had a few of our 

members in something of a state of shock to think what it 

would be like to try to do that.   

  So we had to have many discussions about how to 

convert these lists into an electronic format that was 

going to be compatible with the various wholesale 

distributors and their formats.  Now again you have four 

manufacturers essentially manufacturing the same product.  

But for HDMA, you have 40 distributors, again with 24,000 

SKU’s that they’re managing, and so getting something that 

is easy to use and doesn’t disrupt the rest of your 

distribution system was going to be a challenge that we 
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had to work out.  So we came up with, you know, some ways 

that that could be sent out to the wholesale distributors 

that was not a manual match.   

  Some of the other questions and issues we had to 

work out was how often would we do the matching.  What if 

the –- Covance was going to send us a list every day and 

update their website every day.  Well, what if you get the 

update and the products are in the totes and on the trucks 

and heading out to the pharmacy and you get an update and 

find out that that particular pharmacy is no longer 

activated for whatever reason.  They’ve decided to drop 

out or something else happens.  Okay.  So where do you 

draw the line?  So we had to work out some of those 

things.  We had to work out when are we going to receive 

these lists so that they could be matched by the computer. 

  We also had begun talking about the data that 

were going to be reported.  There were a number of 

different kinds of data that were supposed to be part of 

the program.  A couple of the different kinds of reporting 
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we decided were not necessary, given the way the ordering 

system works, and so –- but that had to be talked through 

with FDA and with the sponsors of that –- so there was a 

common understanding.  Some of the data didn’t even exist. 

They were just some assumptions there.  So we worked all 

that out. 

  But the data that is still going to be reported, 

there are still some –- it’s compliance data.  There’s an 

idea that we should be supplying data regarding how many 

products might be shipped to what pharmacies so they can 

check and make sure no one is over-ordering, or no one who 

is not registered is ordering and that kind of thing.  So 

that part of the reporting is still under development.  So 

there’s still some efforts that we’re going to have to 

make in the future to work that out.   

  To talk about operational implementation, what 

did we do to get all of this in place?  Well, the various 

distributors did so, and, you know, each has a different 

system.  And so they did so in their own way, but most of 
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them had to create new software to do the matching.  So 

they compared their customer list to the lists that are 

now coming out of Covance every day.  They performed –-  

this matching initially was quite a feat because again you 

have literally tens of thousands coming in a single e-mail 

essentially from Covance.  And we only had about seven 

business days in order to get the programs, the software 

up and running.  We had seven business days between the 

first receipt and the start of the –- the drop-dead date 

for starting the program.   

  We also had to set up and revise some of our 

ordering software.  Most of the product ordering from 

pharmacies is done electronically.  So our members had to 

make sure that in those electronic systems, a pharmacy 

that was not activated was not allowed to be ordering this 

particular product through the computer.  They wanted a 

flag, they wanted a reject system.  They wanted some way 

to notify the person receiving the orders that this person 

should not be ordering the product. 
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  We had to do a certain amount of training of 

internal staff.  Customer service representatives had to 

be trained on what the program was to be able to answer 

questions from our customers.  You know, I’m an activated 

pharmacy.  Why aren’t I on your list.  Or I didn’t even 

know there was such a program.  What do I do to sign up.  

We had a lot of that initially.  So they had to be 

trained.   

  We also do as you can imagine a certain amount 

of training and counseling of our customers.  Many of the 

pharmacies that are now activated pharmacies didn’t even 

know about the program until the day they got the flag 

that said you can’t order this product anymore.  So that 

was –- initially it was –- one of our challenges was to 

work with them to make sure there was an understanding and 

to get them directed into signing up for the program. 

  On occasion, there are some special shipping 

arrangements that we might go through.  This tends to be a 

circumstance where the –- as you know in iPLEDGE, there’s 
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a short window of time between when the patient takes the 

pregnancy test and when they can get the product –- fill 

the prescription.  So at least initially, not so much now, 

but initially some of our distributors made special 

shipping arrangements, you know, in order to get the 

product out there in time. 

  And some are looking at –- right now they’re 

looking at implementing EDI systems.  EDI stands for 

electronic data interchange.  It’s a warehouse tracking 

system, if you will.  It’s used by the wholesale drug 

industry.  I believe that it is used by other industries 

or something similar, for example, food distribution I 

think uses something similar.  But you would track the 

amount of products you have in inventory and you report 

that information to the manufacturers so that helps them 

plan their production schedules, things like that.  How 

much you have in inventory, how much is sold, where it’s 

being shipped to, all those kinds of things.  So in order 

to get ready for the reporting that we anticipate will be 



 

 

79

required down the road, some of our members have this, 

many do not.  And so they’re considering whether or not 

they’re going to get involved in EDI. 

  We still have some things that need to be 

determined as I mentioned earlier.  I won’t belabor this.  

But the product flow data, the data that FDA and the 

sponsors want to review in order to make sure that the 

right amounts of products are going to the right places, 

we still need to be discussing who’s going to receive the 

data, how frequently, what is the format that’s going to 

be required.  And that alone is going to be a challenge 

for everyone because even though some of our distributors 

use EDI, it is not as standard as what Covance and the 

others and sponsors are going to need in order to do their  

evaluations.  And since many don’t use EDI, there’s 

another hurdle that has to be overtaken and dealt with.  

So if the format has to be one in the same, we’re going to 

be running into some additional challenges.   

  We also have asked for some clarification.  Once 
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they get the data, what is it going to mean to be out of 

compliance?  Is one shipment?  Does that mean you’re out 

of compliance?  Ten, 20?  You know, what does it mean and 

what are the consequences?   

  And we are still looking for some 

simplifications in the program.  We’ve had some 

conversations with Covance.  I think everybody’s in 

agreement that, you know, these are all good things to do.  

I think the program is so big, though, that it’s very hard 

to do it all at once or in a –- even, you know, in a 

period of months, it’s very hard to pull it all together 

and make sure it’s all working in there.  Just some other 

priorities that have had to come ahead of some of the ones 

that we’ve been discussing.   

  Just want to talk a little bit about the big 

picture on restricted programs, restricted distribution 

programs.  And I think this is important because there 

needs to be a realization that getting the product to the 

patient is also important, as well as having a safe 



 

 

81

product with the patient.  If the patient doesn’t get the 

product at all, you’ve still got a problem.   

  So starting with what wholesalers and wholesale 

distributors are going to be able to be part of the 

program, they did make their decisions to join based in 

part upon how clear the requirements for the program were 

for them.  Initially there is, and there still is very 

little in writing about what the program requirements are 

and what you have to do to comply.  But I had many phone 

calls from our members saying, well, you know, when are 

they going to send us the files, what are they going to 

look like.  And I couldn’t answer those questions, and 

they were trying to make their decisions on that.  So 

being clear about the program is going to make a 

difference in whether or not wholesale distributors are 

going to be able to participate. 

  Another point I really want to emphasize is that 

I know we’re talking about risk on a drug by drug and 

patient by patient case.  But if you consider the 
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wholesale distribution system, what you do for one drug 

potentially can impact all the drugs in the system.  There 

are, for example, existing business arrangements that the 

wholesale distributors have with their suppliers or with 

their customers.  Perhaps the business arrangement is to 

buy a certain number of drugs at a certain price.  And 

when a RiskMAP comes along that changes that dynamic –- 

maybe there’s going to be fewer drugs available, or maybe 

there’s going to be –- it’s going to be a lot more 

expensive to handle and manage that drug, it does have an 

impact.   

  How you choose whether or not a wholesale 

distributor can be part of the program is going to 

directly impact their ability to remain in business.  One 

of the big benefits of going through a wholesale 

distributor for a pharmacy is the one-stop shopping idea 

mentioned earlier.  So if that one stop doesn’t have a 

drug that you want, or a key drug that you want, and you 

have to go elsewhere, you may be taking all of your 
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business elsewhere.  And that can significantly affect the 

wholesale distributor.  So if they have trouble remaining 

in business because only a few products can only be 

obtained from a few other distributors, they have a 

serious competitive and viability issue. 

  It also –- it clearly affects non-RiskMAP drugs.  

This may not be immediately obvious, but if we have many 

more drugs coming into the system in a similar type of 

restricted distribution program, we are going to have 

trouble with maintaining those computer ordering systems 

and creating the cutoffs and the flags and so forth.  And 

this is not just for our smaller distributors.  I’ve heard 

this from our larger distributors.  The system can handle 

only so many drugs, but there’s only so much computer 

capacity they have before it will start to slow down that 

ordering system.  And yes, other drugs would be 

potentially affected. 

  Another point, and some of the other speakers 

have talked about the costs and reimbursement.  That is 
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also going to be key.  The programmers who rewrite the 

ordering software and so forth, they need to get paid, you 

know.  And that additional funding has to come from 

somewhere.  So we’re going to have to think about how 

we’re going to handle the reimbursement for these 

products.  

  How compliance is evaluated is also significant.  

I talked about the data reporting for compliance.  That’s 

–- how that is structured and what you do to define being 

in compliance and how you provide that information, that 

will have a very significant impact on such a program and 

its viability.   

  Another factor to consider as you’re moving on 

RiskMAP programs is what will this do to Internet drug 

purchases.  If it is very difficult for an individual to 

get a drug product, or they have to wait seven days and 

then the pharmacy doesn’t have it, or whatever, it might 

be very easy to just turn to the Internet and order it on-

line.   
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  We would like to recommend getting to know the 

wholesale distribution industry better and what impact 

that will have.  And we also want to comment on the 

feasibility of future programs because like I say, if the 

more you pile on, the more requirements, the more 

difficult it’s going to be for your wholesale distributor 

to maintain their programs.   

  Just a few specific recommendations for future 

programs, I can’t say it enough to prepare, prepare, 

prepare before you go live.  Involve us as early as 

possible.  We’ll come in and talk with you.  We will work 

through these issues.  We also strongly recommend testing 

before you set up the program.  One of the best things 

that we could do would be to test those ordering and 

matching systems ahead of time, make sure there’s no 

glitches or problems.  We did find problems in pharmacy 

numbers and other things in the iPledge program. 

  We urge defining these requirements in writing, 

being very clear, thorough.  That helps us out in making 



 

 

86

decisions, not just to participate, but where we want to 

go with it. 

  Standardized.  We’ve heard that term before.  If 

it’s feasible to standardize for wholesale distributors, 

that would be helpful as well because the more differences 

you have among the programs, the more difficult it is to 

be involved with them.   

  We also urge being aware that there are other 

regulations that affect wholesale distributors.  Let’s not 

be in conflict with those.  I’ll mention the PDMA in 

particular because that has gone into effect as of last 

December.  And so we just want to make sure that if there 

is a requirement for wholesale distributor, there are no 

conflicts with other requirements that may exist elsewhere 

so that you are sure that your distributor can be part of 

the program. 

  And then finally we just advise that this is –- 

it’s very complex.  It is costly.  It affects a lot of 

people.  And we urge that you use a restricted 
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distribution program only if there really is no other way 

and only in extreme cases and extreme risk cases.  And 

that ends what I was going to say.  Thank you.   

  MS. BERNSTEIN:  Thank you to all the speakers.  

And before we go to any questions here, why don’t we open  

it to the floor.  And the format we’re going to use is 

you’ll ask a question, and then we’ll answer it one at a 

time.  I’m about as coordinated as Mark was to try and 

organize all the questions at once.  So are there any 

questions from the floor?  Yes. 

  MS. KARWOSKI:  Claudia Karwoski with FDA.  We’ve 

noticed that a lot of the programs are now coming in, and 

they’re proposing these specialty distributors.  And just 

from an implementation perspective, it sounds like sort of 

an easier way to go.  So I wonder if you all could just 

elaborate a little bit on what some of the disadvantages 

would be using the specialty distributors versus retail 

pharmacies.   

  MS. RYAN:  I think there are probably a lot of 
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advantages to using specialty, depending on what type of 

drug you have.  However, from a pure plan perspective, 

when you have only one distributor, you have absolutely no 

ability to negotiate the price, etcetera.  So the 

reimbursement becomes somewhat of an issue.  So from a 

pharmacy benefit management point of view, I would say 

that’s probably the biggest issue.  There are times, 

however, when it makes absolute sense to use specialty 

pharmacies –- I was saying that the disadvantage from a 

pharmacy benefit point of view is that you don’t have an 

ability to negotiate price because you have only one 

supplier of the product.   

  From a –- there are also, however, advantages to 

using specialty pharmacies because there are certain types 

of products that it just doesn’t make sense to send into 

wide distribution.  If you have a product that only has 

about 100 patients or so in the entire United States, it 

probably isn’t economically feasible for a manufacturer to 

try and make that readily available to 55,000 pharmacies 
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or a plethora of wholesalers. I mean it just doesn’t 

economically fit.  So there’s lots of reasons to use 

specialty pharmacies and also some reasons not to. 

  MR. THOMPSON:  Also from an operational 

perspective, standardization seems to be the reoccurring 

thing that we’re all talking about.  When one of our 

outpatient pharmacies orders a medication, we use an 

inventory automatic perpetual system where (indiscernible) 

order points are based off of historical usage, so we can 

meet our patients’ needs.  It’s an on-line adjudication to 

our distributor where we receive the drugs back.  It’s a 

five minute process. 

  For some of these RiskMAP drugs, it becomes a 

call to the distributor by one of our pharmacists, by one 

of somebody assisting one of our pharmacists that could 

take 10 to 15 minutes to order the drug because you’re 

speaking to a live person.  When you add more and more 

drug to the system, it doesn’t sound like a lot, but that 

adds up to a great deal when you’re caring for 2- to 300 
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patients in a setting in a single day.   

  MS. DUCCA:  It wasn’t quite clear to me whether 

you were talking about specialty dispensing or specialty 

distributing.  But let me just address it if you are 

talking about specialty distributing.   

  You really need to be careful that those 

specialty distributors can reach the areas of the country 

that you want the product to go to.  That varies from area 

to area of the country, and distributor to distributor, so 

you need to be careful who you’re selecting can actually, 

you know, has contracts and existing arrangements with the 

hospitals or other settings where the drug is going to be 

dispensed.   

  And again, as I mentioned in my talk, there’s a 

real question about the viability of distributors that are 

not selected for being part of, you know, whatever program 

it is.  You didn’t say specifically any of the drugs or 

whatever, and so we’d have to look at it on a case by case 

basis.   But if you are going to carefully lay out your 
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program, it may be okay, but just be aware that it may end 

up being a real problem for that distributor to remain in 

existence, depending on how it’s set up. 

  MS. BOUGH:  Similar to some of the previous 

comments, I think there’d have to be great care taken with 

the development of a risk management program that was 

limited to a specific distribution system to make sure 

that pharmacists knew where they could order that product 

and not trying to do a blanket call to a wholesaler and 

then finding out that, you know, they’re not supplying it, 

but an educational campaign so that everyone is aware if 

it is restricted to a specific distribute site, that they 

know how to contact them and what specific procedures it 

takes to actually order that product.   

  MR. GREGORY:  Just one more comment from the 

community pharmacy perspective, you know, we evaluate 

programs and placing medications in pharmacies, you know.  

Two things.  One, the complexity of the program, two, 

there is a cost factor also with stocking all your 
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pharmacies with a particular medication.  So not to say 

there can be a limited distribution program with setting 

up, you know, a certain amount of pharmacies to cover a 

network of needs.  So it doesn’t have to be 55,000 

pharmacies, but it would be based on geography and need. 

  MS. BERNSTEIN:  Several of you, all but one of 

you, suggested that greater standardization is needed.  I 

was wondering if you want to go into any further detail in 

terms of specifically in what areas and how could that be 

done. 

  MR. THOMPSON:  Sure.  From a prescription 

dispensing process working with third party payers, 

everything’s done in real time through an adjudication 

process.  The bill is dropped.  Our screening is done 

electronically through computers.  It’s a real time 

process.   

  For a lot of the verification processes with a 

lot of the various RiskMAP programs, it becomes a phone 

call to a screening station to verify the authorization 
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number.  It becomes a screening stop to make sure that you 

can procure the drug.  And this really takes the entire 

prescription and the entire patient care out of our 

prescription process.   

  When you’re dispensing a large number of high 

alert drugs during the day in order to make sure that you 

can care for each patient, talk to each patient, give them 

the care you need, you want to put that entire process 

into one system so that you’re not breaking those 

different pieces out. 

  MS. BERNSTEIN:  Anyone else want to comment on 

that? 

   MR. GREGORY:  I would say –- I mean there’s a 

great opportunity to standardize just the training, 

education and communication process because there’s 

different ways of reaching out to the pharmacy industry, 

and if we could make, you know, a common platform for 

training and education, that would be a great step. 

  MS. BERNSTEIN:  And on that point, where would 
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that training and education come from?  The manufacturer, 

from pharmacy –- or from FDA, from some other place?  

Where would you envision that? 

  MR. GREGORY:  Well, the education comes down 

through the pharmacy industry, so, you know, programs 

similar to this, like HIPAA or Medicare Part D; we use 

some common learning management systems to final training 

programs down through our industry.   

  MS. BERNSTEIN:  Anyone else? 

  MS. BOUGH:  I think with the different tools 

that are out there right now for the risk management 

programs, what we’ve heard from pharmacists are that with 

all the different options, they just want to know what’s 

going to happen with each program, especially if there’s 

new programs coming up that they haven’t had to try to 

figure out by now.   

  When pharmacists are in a setting that may not 

dispense some of these medications on a regular basis, or 

if they have floater pharmacists coming in to a particular 
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pharmacy, there’s just unaware of all of the details that 

go into some of the programs.  So some standardization –- 

if there’s a risk management program with a certain level 

of risk associated with that product where –- and that may 

vary to a higher risk level, depending on the product, but 

those different programs have some standard procedures and 

processes that go with them so that it’s not varying 

across manufacturer’s and that there’s a standardization 

of what the program’s going to look like at a baseline so 

that the pharmacists and prescribers and patients are 

really aware of the general concepts that would be part of 

those programs.  And that also relays into education and 

what we can do to get the word out for what these programs 

really are.   

  MS. BERNSTEIN:  Any more comments on this point 

before we take a question over there?  Oh, okay.   

  DR. KWEDER:  Sandy Kweder, FDA.  I guess I want 

to press that a little bit because one of the things that 

we faced is a lot of –- every one of these programs is –- 
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most of them are there for one reason or another.  They’re 

different.  I want you to –- if you could maybe give an 

example when you’re –- I don’t know what you mean by 

certain elements being standardized.  I guess I just don’t 

really know what that –- other than that you’re always 

calling –- I’m just envisioning while –- if there was some 

central program where you always called the RiskMAP 

hotline, and that’s how you did your checking.  But I 

don’t think that’s what –- I don’t think that’s all of 

what you mean.  So if you could maybe make up an example, 

or give a real example, it would be very helpful.   

  MS. BOUGH:  As an example of some 

standardization would just be something as simple as when 

is a lab value of whatever the therapeutic indication is 

for the product.  If a lab value is required, is it going 

to be before the dispensing or is it 30 days after?  

Something as simple as that type of standardization so 

that the people involved with prescribing and then 

dispensing the product and having that interaction with 



 

 

97

the patient aren’t put into a position where they’re in a 

confrontational setting with the patient because they 

can’t get them the medication because they don’t have a 

lab value.  Whereas the program that they just worked 

through with the previous patient, maybe the lab value 

came in prior to the prescription, something along those 

lines.   

  MS. KWEDER:  So is it more standardizing some of 

the communication about the program so that it’s 

implemented the same way?  Is that what you’re getting it? 

  MR. THOMPSON:  I think it’s the whole process.  

Take a hypothetical drug, for example.  Prescriptions 

presented to the pharmacy.  If there could be one 

standardized place for a pharmacist to go to know that 

this is a RiskMAP drug, these are the steps we need to do 

to receive this drug, and we will be able to receive these 

drugs once we meet the steps. 

  Often for example if a drug comes to one of our 

pharmacies for the first time, and I think Mark or 
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somebody stated earlier, we don’t know that the steps we 

have to take till we try to procure the drug.  Take it a 

step farther once you go through those screening tools and 

you’re able to procure the drug, each drug is going to 

have specific patient consultations, specific tests that 

can’t be standardized.  There’s going to be different 

procedures for each drug.  But to verify that you took 

those steps, to verify that that has taken place in a more 

real time format is really I think the preference.   

  And then take it that next step, and I think we 

heard this earlier today also, from a record-keeping 

perspective, if there’s a way to keep these records 

electronically –-  

  MS. RYAN:  I think this is a place where 

actually managed care plans could help.  We do send 

messaging with every prescription, and if we had –- if the 

issue is that the pharmacist doesn’t understand which 

drugs need these sorts of programs, we could certainly 

send messaging on those drugs to the pharmacies that this 
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is a certain type of drug, and it has to go through a 

RiskMAP program.   

  I could tell you right now then when the FDA 

withdraws drugs from the market, we send and stop 

prescriptions coming through the claims system to alert 

pharmacies that they should not be dispensing this 

product.  We could do similar sorts of things working with  

the FDA or whoever the right entity is to send messages on 

a real time basis to pharmacies and pharmacists before 

they dispense these products, so if they understand these 

are those special products that require some special 

handling. 

  MR. GREGORY:  One parallel that we might talk 

about is within the Medicare Part D program, there was one 

good thing that came out of (indiscernible), the 

technology solution and the (indiscernible) where CMS 

actually went out and contracted with a company that 

gathers all of the information to a Medicare Part D 

beneficiaries.  Pharmacies can actually send a claim to 
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the pharmacy dispensing platform to check eligibility for 

Medicare Part D beneficiaries to find out what plan 

they’re on and where they’re at with their in their 

benefit and things like that.  So that’s just an idea of 

something that can sit from a technology perspective 

amongst, you know, the nice communication network that 

pharmacy has to help facilitate the standardizing process.  

  MS. DUCCA:  I’ll just give a quick response.  

We, for the wholesale distributors are mostly talking 

about operational standardization, one of our concerns, 

for example, is that once the data reporting system is set 

up, that we may be required to send data to four different 

manufacturers of isotretinoin products.  And we only want 

to send the data to one location that is incrementally 

more expensive to set it up to go multiple locations.  So 

that’s the type of thing we’re talking about in 

standardization.   

  MS. BERNSTEIN:  Question? 

  MR. KAHN:  Sidney Kahn, Pharmaco-Vigilance and 
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Risk Management, Inc.  I have absolutely no knowledge 

whatever of the retail or house-held distribution systems, 

except as a consumer myself at my local pharmacy.  But it 

strikes me that there’s supposedly something like 5,000 

products on the U.S. market today.  And we’ve seen that 

there are RiskMAPs in place at the moment to something 

like 30.  And most of those tend to be for very, very 

limited indications and populations.   

  So it would seem to me that the average 

pharmacist to average distributor is quite likely never to 

encounter one of these, or to encounter one very, very 

rarely.  So from the perspective of (a), the burden of an 

individual distribution chain, it wouldn’t seem to me –- 

and again, this might be my ignorance of the system 

speaking –- that this would pose such a tremendous burden, 

although I do appreciate, and I think everybody else 

would, the fact that once you have to step outside to a 

normal process, it creates additional complexity.  But 

what kind of burden are we actually talking about simply 
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based on the statistics we have at the moment?  Thirty odd 

RiskMAPs out of 5,000 products at a total patient exposure 

for those products as I have no idea what, but probably 

not too many. 

  MS. BERNSTEIN:  Anyone want to address that? 

  MR. THOMPSON:  I think it really depends on the 

practice setting of your pharmacy also.  For example, on 

our different campuses, we have oncology specialty 

pharmacies.  We have pharmacies that work with patients 

living with HIV.  And those settings, just the patients 

that are coming down, they’re coming from their 

prescriber.  The types of prescriptions that they’re 

bringing, it’s I guess a more focused area where you’re 

going to see more of those 30 drugs come to the pharmacy 

much more frequently than, say, the other 4,700. 

  MS. BERNSTEIN:  And actually just another 

comment on that.  We heard at the medication guide meeting 

that medication guides are one type of tool used in 

RiskMAPs that there are a lot more than 30 drugs.  I don’t 
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remember what the actual numbers were, but with generics 

and classes of drugs using med guides, the burden, at 

least what we heard, was significant.   

  MS. DUCCA:  The wholesale distribution industry 

is extremely competitive.  And if –- it’s not just who 

gets selected to become a wholesale distributor in a 

restricted distribution system.  It’s who’s left out.  If 

you are left out of that system, and your customers who 

need that drug go to your competitor for that drug, they 

may start going to that competitor for all their drugs.  

And so it has a real significant business impact.   

  And I think 30 is probably a minimum number to 

begin seeing that impact.  But I think if we start adding 

more on, we’re going to be –- I could tell you our members 

are going to be pretty concerned about their ability to 

remain in business and to remain competitive because the 

convenience for a pharmacy to just be able to go to one 

place for all their drugs, not just this one special drug, 

for them that may outweigh their decision to stay with a 
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distributor they’ve been doing business with for years. 

  And sometimes the decisions about whether or not 

a manufacturer will sell to a specific distributor is 

solely based on convenience.  It’s not based on, you know, 

safety or, you know, any of those things.  It’s just based 

on business convenience.  And so there’s a real concern 

that the ability to stay competitive may be impacted by 

these programs.   

  MS. BERNSTEIN:  I think our last question, 

looking at the time at least on this clock –- 

  MR. FILLER:  I’ll make it really quick.  I don’t 

want to keep everybody.  Darren Filler from I-Pro.  I just 

want to clarify something that I think Mr. Thompson 

mentioned earlier at your pharmacy, that four of 10 

prescriptions might meet this criteria, or you classified 

them as high alert. 

  MR. THOMPSON:  Yes.  Four at one of our 

outpatient pharmacy settings, four out of every 10 

prescriptions we dispense are high alert.  High alert 
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encompasses much more than just risk medications, the 

anti-coagulants, anti-cancer medications, narcotic pain 

medications.  But a lot of RiskMAP drugs fall into this 

high alert category where we have many different safety 

checks in place for the patient.   

  MR. FILLER:  All right, thank you.  And going 

along that point, and I think expanding on what I believe 

Sidney here was getting at earlier, there are many drugs, 

and you just admitted yourself, that are high risk drugs 

that are outside this list.  And my guess is that there 

are far more patients exposed to those.  And that what 

we’re discussing here is a system, and I can understand 

that coming from the drug development and marketing 

perspective and the FDA perspective of getting drugs 

available to the public, why it makes sense to try and 

develop systems to accommodate them.   

  But from a holistic, public health perspective 

and from understanding and listening to the mission 

statements of the various pharmacy organizations, if 
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public health and all those things are part of your 

mission statements, might there be other drugs that you 

would also want lab data, diagnoses, things that would 

actually help you, you know, pursue your mission?   

  And I guess to make it more articulate, are 

there specific parts of the RiskMAPs that you could do 

away with that are prohibitive to you?  Whereas are there 

other parts that are actually beneficial to you and your 

mission to proving patient care, especially in light of 

Part D, the development of potentially integrated data 

sources, quality assessment tools at pharmacy and plan 

levels?   

  So specifically are there parts of the RiskMAPs 

that are so egregious or that really need to be 

systematized that they’re obtrusive?  Are there parts of 

the system for select drugs that actually are helpful to 

patient care that could go beyond that list of drugs? 

  MR. THOMPSON:  My response to that would be 

let’s –- the response I think from the statements also –- 
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let’s take these RiskMAP drugs and try to find a way to 

put them into the processes that we have for high alert to 

make it a standardized process for safety of all patients 

receiving high alert medications. 

  MS. BERNSTEIN:  Well, thank you all.  Thank you 

to the panelists for taking the time to come here, and for 

your really good suggestions that we’ll take back to the 

FDA.  Thank you.    

  MS. TRONTELL:  Thank you, Lisa.  And to thank 

you all.  It’s been a long day.  We’ll actually start 

tomorrow’s session with a recap of today’s activities. 

  When you depart this evening, please take the 

red tag you were issued, use it to exit, and return it.  

Tomorrow morning if you’re bringing luggage, it could 

potentially delay it.  So again I thank all of you who 

came early today.  If you can do it again tomorrow, we’ll 

be able to start on time.  Thank you.   

  (Off the record - 4:45 p.m.) 
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