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Coordinator: Welcome and thank you for standing by. All lines are open for today’s – I’m 

sorry. All lines are on listen-only for the duration of today’s call. Today’s 

conference is being recorded. If you have any objections, you may disconnect 

at this time and at this time I’ll turn the call over to Mr. (Gustavo Seinos). You 

may begin, sir.  

 

(Gustavo Seinos): Thank you (Shirley). Welcome everyone to the first – my first in-person 

(unintelligible) meeting. Around the table we have most of – all of the ex-

officios, the members and the liaison organizations.  

 

 Some logistics for you. When you speak – this is kind of confusing – in order 

for us and the audience to hear you, you have to press the little face on your 

microphone and it might confuse you because it comes on. It might make you 

think that you are not – that you cannot speak but when it’s on that means that 

people can hear you.  

 

 So when you talk also pronounce your name for the note taker so she will 

know who is saying what at the meeting. The bathrooms are here past the door 
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to the left. They are less than 20 feet away. For the audience there is a rest 

area behind these doors and upstairs on the third floor. The staff of the Cancer 

Foundation asked us that if you use the rest area behind these doors, please do 

not put your feet up on the chairs but you can do it upstairs on the third floor.  

 

 As I said already, before you start talking please state your name clearly for 

the note taker and I’m going to turn it over. Thank you so much. I forgot to 

introduce myself – Commander (Gustavo Seinos) with OS – the Office on 

Women’s Health – and I’m going to turn it over now to our acting director 

(Karen Scott) who will also give you a welcome.  

 

(Karen Scott): Great. Thank you (Gustavo) and welcome. It’s a pleasure to be here and again 

my first success meeting was in the spring when I joined OASH as the chief 

medical officer and that was of course an hour webinar over the phone 

meeting so it is always nice to see people in person and be able to connect 

directly so thank you all for doing the travel and making the time. I know it’s 

a significant amount of time and effort on everyone’s part, particularly the 

committee members and our audience members to be able to participate in this 

meeting and this discussion in person.  

 

 I want to thank Commander (Seinos) as well as Dr. (Beth Collins Sharp) 

who’s sitting next to me. They are part of the leadership in the Office on 

Women’s Health and have really help to put this meeting together as well as 

work with the committee throughout the year and their leadership and work 

will be important and continue going forward.  

 

 I want to just note a couple of updates from the perspective of the Office of 

the Assistant Secretary for Health with respect to the succinct charter and our 

role in supporting the committee and the charter.  
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 As you probably all know, at the end of August the charter was renewed for 

another two year period and that also gave us the opportunity to take into 

account some of the discussions that had been happening earlier in the year 

including meetings that Dr. (DeSalvo) who I should note is the acting 

Assistant Secretary for Health and will be with you tomorrow morning.  

 

 But the charter – I think looking at the charter gave us the opportunity to 

really incorporate some of the lessons learned in the feedback that we were 

hearing through those meetings that Dr. (DeSalvo) participated in and a 

couple of changes that were made to reflect that that I want to note.  

 

 One is that we’ve increased the total number of members in the committee to 

reach a number of 13 and that again was reflective of some of the discussions 

with the advocates. One of the – probably one of the key things about adding 

– going to 13 – was to make sure that we had a greater amount of patient and 

family caregiver representation on the committee itself in addition to – I know 

– support from around the room.  

 

 And the work is now underway to identify those additional – to finalize those 

– the full complement of committee members. We have five members based 

on calls for new membership that went out last summer that are in the process 

of being finalized. We were saying to (Carol) ahead I was pulling the person 

who tracks all of that out of the elevator as I was coming here to see what the 

latest is on that. We appreciate that process. Thanks. It takes a bit longer and 

then – probably than any of us would like but for all of our federal advisory 

committees, they are important steps that we need to follow.  

 

 We are hopeful though and told that before the end of the month we should 

have a final notification about those members or the proposed members and of 

course once that goes out, that information will be posted on the federal 
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register as well as updates provided on the list serve. So certainly by the time 

you’re doing your spring meeting or midyear meeting, you should have your 

additional members around the table.  

 

 We also took the renewal of the charter as the opportunity to add a couple of 

ex official positions again based on some discussions with Dr. (DeSalvo) and 

many of you from the advocacy community and we looked – we’re looking 

for additional colleagues to join us from both the VA and the Department of 

Defense.  

 

 From the VA we have finalized Dr. (Drew Helner) who is there, right and so 

welcome and thank you Dr. (Helner) for joining the committee and being part 

of these discussions going forward. We expect by the time we do our next 

meeting again we also will have our representative from the Department of 

Defense in place as well.  

 

 Finally one other change to the charter was language that clearly identifies the 

assistance secretary for help as having the responsibility to monitor all of the 

responses to recommendations that come out of the committee so for 

recommendations as well as any that are implemented based on approval of 

the secretary.  

 

 This provides a little – this provides an additional layer of leadership attention 

within the immediate Office of the Secretary for Health and again was another 

issue that was really important to Dr. (DeSalvo) in making sure that it left a 

high level of attention continues to the committee’s work and 

recommendations.  

 

 Again I think you could not – we – those of us who work in OS could not 

have a better boss than Dr. (DeSalvo) and you all could not have a better 
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supporter I think at OASH than Dr. (DeSalvo) and again she’ll be here 

tomorrow morning to speak with you directly.  

 

 I do want to also acknowledge other leadership – important leadership in the 

Office of the Assistant Secretary for Health is our principal deputy Assistant 

Secretary for Health, Dr. (Jewell Mullen) and not only is she always important 

leadership but she will also be part of the continued leadership in the office 

through the transition.  

 

 And I want to close by also thanking our leadership for this committee and 

this meeting – Dr. (Susan Levine) for her work with us as chair. Clearly a key 

person between our office and those of you on the committee so thank you for 

your thoughts and inputs and getting us ready for this full meeting and again 

thank you to all of the OWH team for their work in getting us facing January 

which was not – not easy to find – but I think that we’ve done well and I very 

much look forward to the meeting and hearing more from you in terms of 

recommendations and your thoughts for the work ahead.  

 

 So thank you all again for being here and I wish you a very strong and 

productive meeting. Yes, go ahead.  

 

(Carol Head): Thank you for that summary. Just a couple of quick questions that are 

procedural. I’m (Carol Head) from the solve NBCFS initiative so I just want 

to make sure I’m clear. So there were five new spots on the SAC for which 

applications were sought earlier in the year. We don’t yet know who will fill 

those five slots and then with the new charter there were two additional slots 

that are patients and patient supporters and we don’t yet know who will fill 

those slots.  
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 Two questions. Will our applications going to be solicited for the two new 

patients to board slots?  

 

(Karen Scott): So let me – so just to recap – I know that I have to always write it out to keep 

track of because – so the increase in the chart took us from 11 to 13 total when 

we have all of the positions – all of the slots filled.  

 

 We had – there was some overlap there and I think part of the confusion is 

that there’s overlap between slots that opened up because people were retiring 

from the committee and those – when we were in the process of beginning to 

work on filling those and as well as adding on these two additional slots.  

 

 So a total – so if we’re trying to get – we have seven. We’re trying to get to 

13. There are five that are in process – five applications that are in process that 

were a – that came out of the earlier announcements in the year to fill slots 

that we knew were already coming up and those are the five. I believe 

included in that is one that would fit the patient role – one or two that would 

fit the patient role.  

 

 And so that will – if all of those are to be approved, that will take us to 12 and 

we will have one additional position that would still need to be filed. I don’t 

have the timing on when that – what the next round of announcements would 

be. We’d have to get that for you.  

 

(Carol Head): Okay, thank you.  

 

(Gustavo Seinos): So (Carol) we’re planning to – we have one more position open. After this 

meeting we’re planning to release another (unintelligible) announcing but 

only one position.  
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(Carol Head): Okay, thank you.  

 

(Gustavo Seinos): We have seven plus five is 12.  

 

(Carol Head): Yes, thank you. And then so here’s a question. I note that we’re missing one 

voting member here today. So we have six voting members here today on a 

commission that is either eleven total or 13 total if we have already – are 

operating under the new charter.  

 

 So my question is if it is under the new charter with 13 members and we have 

six voting members here – two questions – do we have a quorum for a proper 

meeting today? And then second what is as votes are taken – what is the – 

what is the number of yes votes that would be required for recommendation to 

pass this body?  

 

(Gustavo Seinos): Dr. (Kaplan) announced that he was coming. I’m not sure in fact why he’s not 

here yet but we’ve raised that question with (Olga) and (Olga) said that – and 

I would have to go back and this was a while back and I would have to go 

back and reconfirm – but anything more than half of the total number of 

members – active members – would be a quorum. So if we have seven, so I 

guess four yes, would pass any recommendation.  

 

 Right now you’re right. We only have six and I should say and Dr. (Kaplan) 

said he was coming. I’m not sure why he’s not here.  

 

(Carol Head): So six is more than half of eleven but not more than half of 13.  

 

Woman: Right.  

 

(Carol Head): We are not yet operating under the lead charter. Is that correct?  
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(Donna Pearson): Hi, this is (Donna Pearson). My understanding is we are now under the charter 

with 13 members but that what (Gustavo) just said was the quorum is the 

majority of the active members. We have seven active members so four active 

members would be a quorum.  

 

(Carol Head): Okay. So – and so then how many yes votes would we need today with six 

people here for something to pass?  

 

Group: Four.  

 

(Carol Head): Okay, terrific. Thank you.  

 

Dr. (Susan Levine): Okay, thanks for that discussion. I think it’s important to update the group 

about the new charter and our need for having more patience and family 

caregiver enrollment and making decisions about this illness.  

 

 We have a very good lineup this afternoon. We are going to get some agency 

updates. CDC, FDA plus the Security Administration are going to give us 

their updates and then we’re going to have some updates from liaison 

organizations. Dr. (Fred Friedberg) just informed me although it’s not written 

in your packet that ICSS will have an updated and then after that we will have 

public comments and then we look forward to a very interesting discussion 

from our stakeholder engagement workgroup which I know has worked very 

diligently and had a very good back and forth communication since the last 

webinar.  

 

 And following that we will have a break and then we will have a discussion of 

some of the leftover recommendations from the May (unintelligible) webinar 

and then finally we will conclude today with recommendations from the 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 9 

stakeholder engagement workgroup and we will have a vote of our members 

on whether to pass those recommendations and we will have a two minute 

preview of tomorrow’s agenda and then we will adjourn.  

 

 So without further ado, let us – yes.  

 

(Gustavo Seinos): For the sake of the minutes, we have to quickly just do a roll call for all the 

members.  

 

Dr. (Susan Levine): Okay, fine.  

 

(Gustavo Seinos): You can do it or I can do it. We have a list right here.  

 

Dr. (Susan Levine): Go ahead. Okay. Go ahead (Gustavo).  

 

(Gustavo Seinos): So you’re here (Susan). (Dane Cook) you’re here.  

 

(Dane Cook): Present.  

 

(Gustavo Seinos): (Gary Kaplan) not here. (Alicia Cobb).  

 

(Alicia Cobb): Present.  

 

(Gustavo Seinos): (Jose Montoya).  

 

(Jose Montoya): Present.  

 

(Gustavo Seinos): (Eric Newton).  

 

(Eric Newton): Present.  
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(Gustavo Seinos): And (Donna Pearson).  

 

(Donna Pearson): Present.  

 

(Gustavo Seinos): Ex-official (Ted Yanitz). I just wanted to see your face since I haven't met 

you. (Beth Farmer)’s here. (Janet Maynard).  

 

(Janet Maynard): Present.  

 

(Gustavo Seinos): HRSA said they will be here tomorrow. (Michelle Trifer) there you are. 

(Vicky)’s here. (Drew Helner) is here. (Daryl Head).  

 

(Daryl Head): Present.  

 

(Gustavo Seinos): How are you sir?  

 

(Daryl Head): Good.  

 

(Gustavo Seinos): And everybody else – and (Ardmeus) from CDC who is up next and who is 

going to give you an agency update.  

 

(Ardmeus): Good afternoon, everyone. I must say that I like this auditorium a lot to be 

able to just casually walk in from the outside.  

 

 For those of you I have not met, my name is (Ardmeus) (unintelligible) and 

I’m the ex-officio from CDC. It happened several years now. So I’ll briefly 

give you an update of the CDC activities related to any CFS since the last 

update was provided I think back in May during the (unintelligible) online 

meeting.  
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 So on this slide you see the most notable publications and presentations that 

we did since May 2016. In terms of the publication the one you see on the top 

is the, you know, the publication on the design and implementation of the 

multisite clinical assessment of MECFS or the study that we call MCOM. The 

MCOM study in that publication was submitted to the American Journal of 

epidemiology and it’s currently in press.  

 

 That article is authored by Dr. (Beth Unger) in the PI’s of the MCOM study – 

the seven clinic sites. And the CDC ground lines which most of you are 

familiar with – CDC had a public that’s ground run that’s attended by a lot of 

professionals from the public as community and clinicians across the country 

and this was about almost February of 2016. I was going to say about a year 

ago. In that ground round was a chronic fatigue syndrome advancing research 

and clinical education.  

 

 I don’t want to go back to the detail for that ground run which we’ve already 

reported on but as a follow-up an MMWR summary of that ground run was 

just published and in the MMWR for those of you not familiar with it, it is the 

morbidity and mortality weekly report which is a publication from CDC – a 

weekly publication – and it’s accessed by a lot of – again public as 

professionals, clinicians not only in the United States but internationally.  

 

 So the fact that this is published in the MMWR will get a lot of publicity. In 

the video that was actually taped during the actual ground run is also currently 

available online and people continue to access it and we could actually see 

how many people are accessing that video.  

 

 So those are the notable provocations in terms of presentations. The – our staff 

– seven staff members from the CFS – AME CFS program of CDC attended 
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the ISEF meeting which we’re going to hear about tomorrow and presented on 

a number of topics including a workshop summarizing the end camp study – 

the multi clinic study again presented by Dr. (Unger) and also collaborative of 

that particular study.  

 

 There was a webinar that was organized by sort of MECFS. (Carol Head) is 

here. In that webinar again Dr. (Unger) presented during that webinar which 

was very well received and there are several other conferences that our staff 

attended including the American Public as Association.  

 

 I’m trying to see how (unintelligible) would work. Oh here it is, okay. So 

including the American Public as Association which is one of the largest 

public conferences in the country. Our aim is basically use any opportunity 

that we can to try to increase the awareness about CFS in the public 

committee and also clinicians and other professionals.  

 

 The other activities included a round table meeting which many people around 

the room have attended which happened in Atlanta on September 26th. And 

that roundtable was to get feedback on the revision of the CDC website which 

would – which is being conducted right now.  

 

 We’re planning to have a complete revision of the CDC website as a follow-

up to the IOM recommendations – the IOM report and the IOM 

recommendations – and I will come to the details of that towards the latter 

part of my presentation. I’ll discuss more about it.  

 

 And there is the – we have the outreach in communication which we call the 

(unintelligible) and we had the eighth stat call on June 23rd and the speaker 

that was invited to present at the call was Dr. (Jarod Younger) on current and 

future research on MECFS treatment – the therapy of MECFS.  
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 There are hundreds of participants on this call. We have over 100 lines 

dedicated to this that people could call in but usually there is one – more than 

one participant per call. So 100 people participated in that call and we 

continue to have it once or twice a year and as I said, this is the eighth time 

that we had it.  

 

 We had also a meeting at CDC of PI’s and collaborative from the multi-side 

clinical assessment just about four weeks ago. PI’s in collaborative from the 

seven clinic sides including consultants such as (Dane Cook).  (Vicki 

Whitmore) attended that meeting at CDC. It was a one day meeting to look at 

the progress that we’ve made in that study in planning for the future of the 

study.  

 

 And that – I think it’s the fifth year of the study now which has just been 

funded and there are a lot of data and a lot of important information that’s 

been collected through that study.  

 

 And then we continue the development of medical school education 

initiatives. This is – we try to reach clinicians at the time they are going to 

medical school so we believe the best way of educating clinicians is getting 

them when they are going through medical school and we are developing 

educational materials and depositing them at the Med Ed portal.  

 

 One of those educational materials was actually accepted for publication or I 

would (unintelligible) of the Med Ed portal. For those of you who are not 

aware of the Med Ed portal, it’s owned and run by the Association of 

American Medical Colleges and the contents in the Med Ed portal are made 

available to medical school students at different medical colleges across the 
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country and internationally and it’s also available free of charge for the 

general public.  

 

 So the module that was accepted – if you follow that link, you’ll be able to get 

to the module that was accepted and there’s an abstract. If you follow that 

link, you will see the abstract for the module that was accepted and there’s 

also learning objectives that are described on the website for people to see 

what the content of that video will be. And this is a video format and I will 

again describe the details of how this is developed later on in my presentation.  

 

 Now we were asked to address the question that was posed to CDC from the 

committee from (unintelligible). We’ve already provided a written response to 

the questions so we were asked to address it during this presentation. So 

specifically to summarize the plan, CDC’s plan to develop, approve and 

disseminate medical education materials.  

 

 I’ll briefly describe the processes that we use at CDC to design educational 

materials and how we develop them, process them and make them available or 

disseminate them.  

 

 So the first step is we do a needs assessment. I’ll just very quickly go through 

this and then we develop content using a variety of sources. In the draft to be 

prepared and this could be a web content. This could be video that I just 

mentioned. Any educational material would go through this process.  

 

 So needs assessment, development of the content, you know, using a variety 

of sources, a draft to be prepared which would be shared with staff at CDC, 

communicators and others and also people on the outside. And then eventually 

it’ll be reviewed and approved by the program and go through a clearance 

process at CDC and there’s a fairly aggressive or rigorous review process at 
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CDC through the CDC directives – office of the director. And during the first 

stages of development we get extensive input from outside sources.  

 

 Now this is specific to the standardized patient videos that we’ve developed 

and are in the process of developing. The details of the process for developing 

standardized patient videos is actually published. So we published the 

processes that we used on how we developed these videos and that publication 

reference is provided here and if any one of you are interested, I could provide 

you the actual publication.  

 

 So the publication walks you through specific steps that we use in the 

development of these videos but very briefly we use case studies because of 

their histories of live patients that we obtain from clinicians that obviously 

will be anonymized. And then we get feedback from focus groups and we’ve 

done that for the videos that we developed into positive in the main portal.  

 

 And then once we get the focus groups and histories from actual patients, we 

develop the script for the video. And then once the script is developed, the 

video or video typing takes place and we work with CAPE – the Center for 

Advancing Professional Excellence – which is at the University of Colorado. 

So they’re actually filming using actors of standardized patients would happen 

at this center and then we’d develop a curriculum for that video, a curriculum 

that people could see when they are watching the video. They could actually 

go through the curriculum. It could be a powerful new format, extensive 

information about the content of the video.  

 

 And then the whole thing including the video (unintelligible) will go through 

clearance and this is always a requirement of CDC. It has to be cleared by 

CDC – the entire content – before it’s submitted for deposition at the Med Ed 

portal.  
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 Now the Med Ed portal has their own review process so nothing would be 

deposited at the Med Ed portal before we go through the peer review process. 

So the video that was accepted and deposited went through the Med Ed portal 

peer review process and then it will be available for the public.  

 

 Now specific to their web content – the CDC website – and I describe this 

because we are now in the process of completely revamping our website to 

make it consistent with the (unintelligible) report (unintelligible) that was 

developed by the IOM in the recommendation that came out of that meeting.  

 

 And the first step is, you know, getting broad stakeholder input which as I said 

we’ve already done in September when we had that meeting in Atlanta. 

We’ve received a lot of feedback from, you know, a lot of people including 

patients, advocates, clinicians, MECFS clinicians and members of different 

associations – professional associations also participated in that meeting.  

 

 The meeting summary has already been circulated to the participants. It has 

already been shared to the meeting participants and will be available on the 

CDC webpage very soon.  

 

 Now this is the projected timeline for our web content development in 

clearance and eventual posting on the CDC website. We are in the process of 

incorporating the feedback as I said. The summary, the meeting from 

September has already been shared to the participants. We will post it on the 

website very soon and drafting of the actual content of the website is taking 

place as we speak and we hope to finalize it by March and send it through 

CDC review – the internal CDC review and we would hope to get input from 

outside sources right about that time.  
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 And then in April hopefully we would have submission for full CDC 

clearance within the agency within the office of the director for the agency. 

And when it would be posted on the website would depend on how long that 

process would take place within the agency. So we cannot predict, you know, 

how long it would take for the director of CDC to clear up the entire content. 

Once it’s cleared then it would be available for us. Thank you for this time. If 

you have any questions or I don’t know whether or not we’re going to move 

over to the next presentation.  

 

Dr. (Susan Levine): Thank you. Is there time for questions now or… 

 

Woman: I just want to clarify that there is a little bit of confusion about how to access – 

at least from my point of view – the Med Ed portal. They have changed and 

are changing. They are now planning to be listed in Pub Med but there may be 

a charge for getting materials. I can’t guarantee that it’s free but I think they 

are accessible.  

 

 Med Ed Portal is really designed for medical school faculty to use to have 

curriculum there but students can also sign up for it and it uses the 

standardized patient video so you can imagine you have a little vignette 

projected and then you have a discussion and curriculum afterwards and you 

kind of go back and forth but it’s meant to be flexible to be used as needed.  

 

 So and the – this we’ve been talking about for quite some time. It took a long 

time to get through the first time and the field changed in the process and we 

did make revisions as we went along but hopefully the additional materials 

that we plan on coming will come through much more quickly.  

 

Woman: Could I just ask a quick question of both of you? How do, you know, when 

this kind of material gets circulated, how do the individual medical schools 
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know that – in other words do all medical school faculty look at Med Ed? 

How do they know that it’s coming or is there any attempt to sort of market it 

so to speak?  

 

Woman: Well we have not done any marketing at this point yet because we just got it 

out and we are actually waiting for the companion module to get in and then 

we can look into how it may be marketed but I – my understanding is that this 

is used by most medical schools.  

 

 And one of the steps that was there is CAPE. CAPE has actually been very 

involved in a lot of the standardized patients and they have a medical school 

right in the area and they do a lot of the pretesting on these modules. And we 

– as part of the report and even to get it accepted by Med Ed portal – you have 

to provide how the material has been shown to be effective at education and 

so it has to go through sort of a pretesting mode too.  

 

(Ardmeus): I’d also add that it’s possible to see how many people have downloaded it and 

viewed it.  

 

Woman: Yes, yes, yes.  

 

(Ardmeus): There’s a way to go back and see, you know, how many people have used it 

and downloaded the videos and that kind of stuff including geographic 

locations.  

 

Woman: Yes, yes because given so far the reaction of a lot of medical schools in terms 

of teaching MECFS. I think it needs a little push – an extra push – but I’m 

glad that you’re going through that process.  
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Woman: Right. So Med Ed portal evidently has like an index where you can search for 

things and we actually specifically cross referenced this module to – the first 

module to patient interview and communications, not MECFS specifically. I 

mean that’s also listed but so that it’s a very good example of how not to 

interview a patient and that’s good on many levels and so it can be used at the 

same time introducing the MECFS content. So it has kind of a dual function 

and we thought that was a way to expand the interest.  

 

Dr. (Susan Levine): Great. Thank you. Okay (Carol).  

 

(Carol): Just a question and then a comment. Can you confirm that it is available to the 

general public? And I only ask that because and I understand there may be a 

cost and I don’t disagree that that’s inappropriate but my understanding is that 

there have been some efforts for the general public to see it but was restricted 

because they weren't in a specialized class, EG a faculty at a medical school or 

a student and therefore we – I would love – I’m dying to see it and have not 

yet been able to.  

 

Woman: Okay, there’s a couple of things. One is while it was – just like a journal 

article – while it’s under review and everything it’s kind of embargoed and 

second thing is I think Med Ed portal is changing their motives operandi, okay 

and it just got accepted and I’m just trying to figure out what the new rules 

are. But when I followed the BOI, it looked like you just sign in and you have 

to provide information about yourself and why you’re doing it and then I 

didn’t finish that part because they were going to charge me but I think that’s 

where you get into, you know, where there’s a charge.  

 

(Carol): So let me – I think it would be a marvelous service to all of us on 

(unintelligible) once it’s clear that it is open, it is accessible. I mean I think we 
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all would need and want to see it. So might you be able to just send out an 

email to all of us once that’s accessible to all of us?  

 

(Ardmeus): Yes, we could do that. Did you try to register the website? I tried to check it 

this morning actually using that link. So they’re asking you to register – give 

out some information – but they promise you that it will be available once you 

do that even for the general pop.  

 

(Carol): Well great. I truly am delighted to hear that and just very eager to see it so I 

hope you’ll let us know. And then the second question is really a broader 

question about the role of CFSAC. I mean let me just, you know, there’s the 

saying among patient communities, “Nothing about us without us” – “Nothing 

about us without us being included in developing key content”. And we know 

that that has been very successful in other disease communities and has not 

yet really occurred in MECFS.  

 

 So I think that’s a discussion you’ll hear me bring up in my comments here 

this morning but I would propose as a concept as we think about CFSAC 

going forward that this entity can become much more influential and powerful 

if we use the expertise of those phenomenal individuals we have in this room. 

So that is just – that is a comment about going forward.  

 

(Beth Unger): And this is (Beth Unger) responding. We definitely had patient input all the 

way along this. The names aren't included. It was focus groups and things like 

that and so and the stakeholder meeting that we had was not just patient input 

but what I think is – what I think the community really needs is a combination 

of all stakeholders – medical professionals, patients, the government – 

everybody talking to each other because everybody sees the issues slightly 

differently.  
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(Carol): Agreed.  

 

Man: I want to praise you for this effort to bring clinical vignettes in ways of 

allocation of material. I was just in yesterday morning in one of my clinics at 

Stanford and I have two lives at Stanford – one as an infectious diseases 

immune-compromised expert and then my work on (unintelligible) syndrome 

and unfortunately I have to keep them for now separate because the students 

and the fellow (unintelligible) are not really interested in (unintelligible) 

syndrome despite of all of the great work we are doing there.  

 

 But yesterday by pure accident I had a medical student from Stanford and a 

fellow highly brilliant (unintelligible) startup companies in medical school – 

things like that – and I had a patient with (unintelligible) syndrome 

(unintelligible) in my room and I said would you guys mind coming with me 

to see this patient and it was powerful. The change that generated on them in 

seeing this patient who had been a star – a Stanford student, athlete and 

remarkable in many ways and now his life devastated in a wheelchair 

basically bed bound.  

 

 And so I think that that would have a powerful potential impact if people see 

that. Did I understand that you are planning to do actors versus real patients in 

the vignettes?  

 

(Ardmeus): They are actually actors, yes not real patients. I don’t know about the ethics of 

using real patients in this situation.  

 

Man: I will commend you and bring you to – I know it’s more difficult because of 

the issues that he brought up but there are several patients that I’m sure would 

be willing to participate in real life and being – having their faces in the 

videos because that really has a powerful impact and, you know, an actor is 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 22 

great. It’s a good thing but nothing beats that we are live -- we are human and 

their pain being portrayed.  

 

(Beth Unger): This is (Beth) responding. Dr. (Montoya) you’re absolutely right but for these 

medical educational things the whole process uses what they call standardized 

patients and these are – they’ve done it for all sorts of illnesses and that’s the 

process. And I do think that the clinicians can do a good service by doing case 

presentations at grand rounds and things like that where they, you know, 

interview the patient and actually bring them in. And that’s much – that’s I 

think the level at which we can do it but for our Med Ed portal they really 

want actors and they call them the standardized patients.  

 

 And the whole process was very – the actors learned a lot about MECFS in 

the course of this. They were very much educated about the illness and about 

how patients suffer and yet how they look healthy often when they go into 

physicians and that’s actually the first thing yet is the patient coming in and 

presenting with the problems and the doctor saying, you know, I’ve got a lot 

of experience and I can tell you aren't really sick, basically not listening so 

and then we go on from there. That was the first one that’s still under review.  

 

 And then the second one is an expanded case history of that example patient 

and goes on from the dialogue and the video part of it is the same doctor who 

did a bad job of interviewing, sitting down in the cafeteria with a colleague 

and the colleague says oh, he’s complaining about the patient and the 

colleague says well guess what. I just went to this great continuing medical 

education and I learned about this illness and then so they have a peer to peer 

education and then you have the video that – I mean the PowerPoint that has 

additional curriculum. But that’s the very, very first one – first set.  
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Man: One of the ways we wanted to make it attractive at that state is to focus on the 

basic skills that medical students have to acquire so medical school which is 

patient interviews in examining a patient. That history and examination just 

happened to be a CFS patient describing, you know, the illness and everything 

else. But they would use – watch the video not just only to understand CFS 

but to give that basic skill of interview in medical, you know, physical 

examination of that patient if that makes sense.  

 

Dr. (Susan Levine): I mean I would just make a comment sort of along Dr. (Montoya)’s 

comments that I think only patients really know how they feel and only they 

are knowledgeable about their symptoms. So if say the doctor were asking the 

actor about a certain symptom, you know, the actor may not know or vice 

versa but I also applaud the initial effort.  

 

 I’m hoping that in the future that you will have – offer a spectrum of videos or 

a variety of videos that kind of demonstrate the spectrum of MECFS – the 

faces of MECFS.  

 

Woman: Let me clarify the doctor – the actor/doctor acts as the actor/patient but it’s all 

scripted so there’s no surprise. So the patient – so we basically – I mean the 

people that put the educational materials together after consulting with 

physicians and patients put the words down. Put how they’re supposed to act 

so it’s not just the words. It’s what sort of body language should go with it. So 

it’s just – it’s like making a tiny little movie.  

 

Dr. (Susan Levine): Yes, I applaud your effort. I mean I just think like all of us can see a 

spectrum of MECFS patients in the office and… 
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Woman: Absolutely. Any one patient is not possible to be representative but we just 

started with one and it had to be through the standardized patient process. 

That’s how the curriculum is put together.  

 

Dr. (Susan Levine): Yes, I understand some of those restrictions. I just want to get it on record 

that, you know, it certainly would be a nice idea to have a spectrum of, you 

know, adolescents, male patients, people that are underserved, under 

examined. (Donna)?  

 

(Donna Pearson): Hi. (Donna Pearson). I’m hoping you can just clarify that last slide that we 

just went by and the question is how much involvement will there be in the 

review process for the new website?  

 

 I believe at the beginning of the TDW process it was my understanding that 

the draft product would actually go out to the entire TDW for comments. That 

says outside informal sharing of content. What does that mean?  

 

(Ardmeus): Thank you. We’ve gotten extensive feedback as you know – I don’t know if 

you participated (Donna) in that meeting – from a number of people so we’ve 

heard you. We’ve received a lot of input, a lot of feedback and that’s been 

summarized as I say and shared with the participants. Now it’s time to sit 

down and synthesize the content, okay based on those feedback, the feedback 

and the input that we’ve already received.  

 

 And once we sit down and develop the content again based on those 

feedbacks then we’re going to share it with some other people to get 

additional input from external sources from experts and then we’ll send it 

through the CDC clearance.  

 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 25 

 One thing that I have to caution people is the CDC clearance is outside of that 

and our control. In other words it goes through an established system for to 

make sure that, you know, the things that we’re putting on the website is 

scientifically supported and evidence based and valid, okay. But yes so we’ll 

be getting input. I don’t know if that would answer your question but you 

wanted to ask… 

 

Woman: I think what I’m trying to – what we’re trying to emphasize in the general – 

we had it in the general – is that we get our input from outside experts at the 

beginning and that’s when the content is made and we hear you and CDC has 

not setup a process for having formal vetting of materials prior to being posted 

on the webpage and that is just not going to happen.  

 

(Donna Pearson): So I just want to be clear again because I know this is a conversation that we 

have every month, every year that letting some members of the community – 

we understand that the CDC has to go through clearance but we also 

understand that the wording of some of the things that you’ve interpreted 

might be simply changed and make a world of difference in their meaning.  

 

 We’ve talked about the current website saying that if, you know, if lab tests 

come back and they’re all negative, the physician will then try to find other 

causes for your fatigue. That is a misnomer. It should say other causes for 

your symptoms because there are a variety of symptoms. It’s small things 

we’re talking about. I don’t understand why that is such a big deal.  

 

Woman: And that – those small things like the words that, you know, are 

misunderstood – that we can handle through what we’re calling informal 

sharing, okay. What we cannot do is end up having a sort of an open comment 

period where it’s out and available and everybody can comment on it and we 

synthesize again. We’ll never get it done that way.  
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 We are very much aware that sometimes a word that we don’t even intend, 

you know, we misunderstand how it’s going to be perceived. Yes, so we 

understand that that needs to be done and we specifically sought comment 

from stakeholders and it’s clear that we’re not going to be able to please 

everybody but we can synthesize it and do I think a good job. We understand 

and we’ve sought out and we do that at the beginning and then I think we, you 

know, we’re in a good position right now starting to draft the content.  

 

(Donna Pearson): And do you think (unintelligible) members could be part of the informal 

sharing? Is that an inappropriate role for some members or… 

 

Woman: I – it’s going to be informal.  

 

(Donna Pearson): Okay.  

 

Woman: And, you know, I think that we are aware of peoples’ opinions and we’ll do 

the best we can to capitalize on the knowledge of the community.  

 

(Donna Pearson): Thank you.  

 

Dr. (Susan Levine): Okay, thank you for a very good presentation (Ardmeus) and some lively 

discussion. We’re now ready for FDA. Any comments? I don’t think we have 

any slides from FDA, do we?  

 

Man: We don’t – well (Janet) can speak for herself. I’m sorry.  

 

(Janet Maynard): Sure. I just have one slide to say that this is the FDA update. So good 

afternoon. My name is (Janet Maynard) and I’m a clinical team leader in the 
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division of pulmonary, allergy and rheumatology products at FDA and I really 

appreciate this opportunity to provide an update regarding FDA’s activities.  

 

 We were asked to address four questions at this CFSAC meeting and I will 

address these questions in the context of my agency update. The first question 

we were asked to answer is how our agency will address the clinical care 

crisis.  

 

 I recognize the significant unmet need for patients with MECFS. MECFS is a 

serious disease and there are no approved therapies indicated to treat MECFS. 

FDA can assist pharmaceutical companies in the development of drug 

products for the treatment of MECFS. Specifically FDA can help 

pharmaceutical companies design clinical studies to develop effective 

treatments for MECFS.  

 

 FDA published a guidance on developing drug products for the treatment of 

MECFS in 2014 and we are committed to working with stakeholders in the 

development of drugs for MECFS.  

 

 The next two questions we were asked relate to research. The questions were 

specifically about what agencies can do to foster and encourage research 

interest and what can be done to create solutions for research commonality.  

 

 One mechanism we can utilize to help foster research and create solutions for 

research commonality is through collaboration. An example of this type of 

collaboration is a federal partner’s meeting at NIH on May 24th 2016 that 

FDA participated in. At this meeting a group of representatives from various 

federal agencies convened to review the panel report from the pathways to 

prevention or P2P workshop and identify possible opportunities for 

collaboration.  
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 As background key workshop was help on December 9th and 10th 2014. The 

federal partners meeting was a follow-up to the P2P workshop. The federal 

partner’s meeting included representatives from NIH, FDA and CDC. The 

discussion at the meeting centered on research needs and gas identified in the 

panel report and included next steps that NIH and partner agencies could take 

to advance the research on MECFS.  

 

 The objectives of the meetings were to identify opportunities to leverage 

existing resources and promote collaboration and synergy with the ultimate 

goal of generating rigorous scientific evidence that can lead to improved care 

for individuals with MECFS.  

 

 It was noted that the information contained in the FDA guidance for industry 

on developing drug products for MECFS helps to advance regulatory science 

to support clinical outcomes assessment for MECFS to again help guide future 

MECFS research efforts.  

 

 There was discussion of how to help catalyze research and drug development 

in MECFS. In addition the importance of patient’s perspective on a given 

condition and its treatment options were noted.  

 

 The last question we were asked is regarding how agencies can address stigma 

and promote a more scientifically accurate understanding of MECFS. I think 

one method to promote a more scientifically accurate understanding of 

MECFS is through education. To assist with this, on December 26th 2016 

FDA participated in a round table meeting to provide feedback about CDC’s 

MECFS website and other educational materials.  
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 The goal of this meeting was to provide an opportunity for stakeholders to 

share their individual thoughts about how recent recommendations of the 2015 

IOM could be best communicated through materials and content on the CDC 

website. There were a variety of discussions at the meeting including the IOM 

diagnostic criteria, how to present website content, portals and information for 

different audiences and additional educational materials.  

 

 Bringing together a variety of stakeholders laid the groundwork for these 

important considerations. I was asked to also provide an example of how FDA 

has collaborated and shared information with other agencies related to 

terminology and defining features of MECFS.  

 

 FDA’s participation in the activities with CDC and NIH provides two 

examples of important cross agency collaboration. So in conclusion update 

remains extremely supportive of efforts to develop safe and effective 

treatments for MECFS and I appreciate the opportunity to present today. 

Thank you.  

 

Dr. (Susan Levine): Thank you (Janet). (Carol).  

 

(Carol Head): That was very helpful. I have a question. As the 21st Century Cures Act has 

now been (unintelligible) there’s a provision for “rare and misunderstood 

diseases”. Is it in the CFS as a misunderstood? Does the 21st Century Cures 

Act give you additional resources and/or (unintelligible)?  

 

(Janet Maynard): So of course the 21st Century Cures Act is just a recent development so I 

can’t really comment specifically on how that will exactly impact what we’re 

doing at FDA. I hope it’s clear that, you know, we have a lot of commitment 

to MECFS and we really want to work with drug developers to make sure that 

there are effective therapies for MECFS so I sort of recognize exactly where 
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you’re coming from and I really hope that we are showing how committed we 

are to that because I understand how important it is.  

 

(Carol Head): Yes, now we do see your commitment.  

 

Dr. (Susan Levine): (Carol) move closer to the microphone, please.  

 

(Carol Head): I’m sorry. Yes, this is (Carol) and we do see that commitment and thank you 

for it. So I guess it’s unclear to me whether misunderstood disease is a formal 

definition for which there would be discussion, designation and that might 

then sort of catapult MECFS forward in a way it hasn’t been previously.  

 

(Janet Maynard): Right and I’m not sure at this point if there is an additional assessment.  

 

(Carol Head): Okay. Can I do a follow-up question and this is sort of the one that I think 

everyone is most interested in and you haven't addressed directly? You know, 

as we all know there are many patients who have the insignificant 

improvement on Rituximab Ampligen. There’s a long history and we know 

it’s difficult but let you comment and now that one of them has been approved 

in Brazil, does that impact how the FDA might see us moving forward with 

either or move of those drugs?  

 

(Janet Maynard): So FDA’s open to discussion of development of pharmaceuticals from any 

company. It’s not just specifically Ampligen or Rituximab but really any. I 

think of course we stay abreast of what’s going on in the literature but I can’t 

unfortunately provide specific comments about any drugs that are under 

investigation. That’s just FDA (unintelligible) but we are aware of sort of the 

interest and of course having it an approved pharmaceutical.  
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(Carol Head): (Janet) I had one question. Just personally speaking, what would you say you 

– the FDA would rely on without committing yourself in terms of developing 

a drug? Would we have to definitely have a bio marker in place or would 

clinical criteria suffice in order to develop a drug for this condition?  

 

(Janet Maynard): So we had some discussion about that at the NIH federal partners meeting 

because, you know, I think sometimes there’s questions about, you know, if 

we don’t have the perfect biomarker or we don’t have sort of the perfect 

situation, is that what’s holding up drug development for MECFS. And I think 

that right now we think we can develop drugs for MECFS regardless of 

whether or not there’s a prefect biomarker in terms of either identifying a 

subset of patients or in terms of as an outcome measure in clinical trials for 

MECFS.  

 

 So I think that we can work with companies depending on exactly what their 

desired outcomes are and of course I think it’s also important to have research 

into different biomarkers but I don’t think that that right now is sort of a 

stumbling block to necessarily having drug development for this disease.  

 

Dr. (Susan Levine): (Jose) go ahead.  

 

(Jose Montoya): (Jose Montoya). I like to see that you recognize that it is difficult and with a 

disease that doesn't have a bowel marker and will that be, you know, delaying 

even further. But another aspect that is hard for me to sort of like overcome 

when I am going through the possibilities of various agents that could be tried 

in that clinical trial. It’s the fact that the disease is so complex that also not 

only it requires that intervention but also it requires careful fast full attention 

to the other variables. I’ll give you an example.  
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 If you just were to try one agent (unintelligible) or Ampligen or 

(unintelligible) or any other drugs, patients for example in the intervention 

arm can improve and I’m not going to say with what agent but I have seen 

patients realistically clearly improving on a drug intervention. They get better 

and their natural reaction – this is not to fault the patient but the natural 

reaction of a patient is to do more because now they are improved on the 

compound, on the drug and that sets a whole set of relaxes and exacerbations 

and (unintelligible).  

 

 So the drug intervention arm will look less good. It will not look good and 

there are many other examples – the sleepy shoe, the dressy shoe, the financial 

stresses because they are not working. So I think that I wonder if there would 

be some effort led by the FDA to pay attention to these issues. It’s not just 

bringing in a compound like if I have (unintelligible) plasmolysis I just give 

the antifungal and I can see clearly against all the antifungal whether that is a 

benefit or not.  

 

 Here we are facing a much more complex issue and situation and I wonder if 

that could be paid attention to so that there will be a minimum of attention 

patients will have to have some level after six months where their financial 

situation is help the cycle or you can support it there. All of these issues that 

can compound the drug effects – I wonder if there will be some – if the FDA 

will pay attention to this issue so that facilitate finding effective drugs.  

 

(Janet Maynard): So I really appreciate your sort of clinical insights about this and I agree that 

we need to sort of recognize the heterogeneity and take that into consideration 

as we are sort of advising on what is the best structure for a clinical trial and 

for an endpoint measure.  

 

Dr. (Susan Levine): Any other comments? Okay, we will now move onto social security.  
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Woman: (Unintelligible).  

 

(Michelle Schaefer): Good afternoon. This is (Michelle Schaefer) and I’m here to give you the 

SSA update.  

 

 We had asked to answer several questions and we looked through the 

questions and a lot of them were about clinical care and research and things 

like that and we didn’t really have a response to those but we did look at the 

last question and it’s about reversing the stigma and lack of information about 

MECFS in the medical community and so that’s where we’d like to focus on 

today.  

 

 So what I’d like to talk about is SSA has a new in-house continuing education 

program and I think that this is going to help insure that the doctors receive 

appropriate training and this is in addition to what we do ordinarily to have the 

adjudicators learn how to adjudicate claims and have information about 

disability rules and policies. So we already had that kind of training. Now 

we’ve gone into developing in house continuing medical education.  

 

 Oh, thank you. So I’d like to give you some more information about this new 

in-house continuing medical education program. We started it out in 2014 and 

it is a lot of work to develop the continuing medical education. We found that 

out quite a bit but the reason why we started it was because it just really 

makes sense for us to provide a continuing medical education on topics that 

are related to our disability program and we do have quite a few doctors who 

are involved with our program who could be well-informed in this manner.  

 

 And so we use the CME training to provide information on proper 

interpretation of the medical evidence, any emerging medical treatments and 
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then also to introduce new disability policies. So when we have a new social 

security ruling come down or get published or if we have a new listing 

published or a new regulation, it helps to have a continuing medical education 

program connected to that and it helps them understand the policy even better 

I think.  

 

 So we did get the CME accreditation. The American Medical Association has 

given us – we’ve got provisional accreditation July 2014 and like I said, we’re 

really new to this so we had a lot to learn and so in July 2016 we did get our 

formal accreditation and we did a good commendation for our program. And 

we have our term through July 31st 2022 so I think we made some good 

progress on that.  

 

 And the doctors who are watching these videos and participating in the CME 

program are the medical consultants, the MC’s and the psychological 

consultants with PC’s at the initial and the reconsideration levels at the 

disability determination services. So those doctors are participating in the 

video and trainings and those are the doctors who consult with the DDS 

adjudicator – the disability examiner – and they work as a judicatory team and 

help resolve medical issues and look at medical evidence and interpretations.  

 

 We also have doctors who are in the DDS’s and then also at the regional 

offices and we have doctors at FSA headquarters at the Office of Disability 

Policy so when we’re developing our policy, we consult with them and those 

doctors provide support – medical support and assistance – for a disability 

program. So there’s quite a few doctors involved with our agency and we 

thought the CME program would be very helpful and informative to them.  

 

 At this point the CME program is available to approximately 3000 doctors and 

we expect to have our CME activities available to all of the DDS’s by the end 
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of fiscal year 2017. So we’re rolling it out slowly and we’ve been getting a lot 

of good feedback from the doctors so I think that’s very helpful too.  

 

 So CME credit is awarded like it is, you know, if they took a – any kind of 

CME credit. We have a – usually it’s a case based training for us and credits 

awarded to the doctors when they access our learning activities through the 

CME SharePoint website we have and then we also have, you know, quiz 

material to sort of see how – if they’ve learned the learning objectives and 

then we have an evaluation at the end and it’s free to the doctors that work 

with us and it helps them maintain their licensing requirements which is 

always helpful.  

 

 This is a list of all of the CME trainings we currently have and it does take a 

lot of effort to create these trainings and make sure that they’re appropriate. 

So you see we tried to cover physical and mental conditions and a lot of times 

they are focused on some kind of needs based thing and I don’t know exactly 

what the criteria is but I think it’s more like well if it appears to be possibly 

error prone or if there’s new changes in the law or something like that then we 

try to focus on it.  

 

 For example intellectual disability – that term was changed. It used to be 

mental retardation. So when it changed then we wanted to make sure that the 

doctors knew about that and we have some more trainings. Now that’s all we 

have currently available but the good news is that we have chronic fatigue 

syndrome training that we taped and we’re getting ready to prepare to send 

out to our doctors and there’s three of them in process right now.  

 

 We’ve got cystic fibrosis and the pulmonary function test because we just 

changed our regulations on the respiratory listing so we focus on that and then 

from input from CFSAC and from hearing what you’ve been saying, we 
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develop the chronic fatigue syndrome MECFS training. So I think that that’s 

going to work out well. It’s a case-based one and during the training the 

doctors – there’s two doctors who have a discussion about the case and we 

have them acknowledging that MECFS is a complicated multi-systemic 

disorder.  

 

 They cover medical signs, symptoms, diagnosing MECFS. There’s a lot of 

emphasis placed on our social security ruling 14-1P about MECFS and then 

another thing we tried to do too was provide other resources for them to look 

at. So, you know, maybe they can go to CDC’s information and also we 

mentioned HHS so that they’re aware that there are other things out there 

because maybe if they don’t know, you know, maybe that’s part of the 

problem but I think that’s part of our education. We tell them where else to go 

so they can get credit for this training but there’s other things out there as 

well.  

 

 So our projected date for the MECFS training – CME training – would be 

April 2017. We have it taped but we’re doing production work and, you know, 

making it nice and everything so that’s when it’d be available. So that’s our 

update and I thank you for having me over to tell you all about it.  

 

Dr. (Susan Levine): Thank you. (Carol).  

 

(Carol Head): Hi, this is (Carol Head). Thank you so much and it’s wonderful that MECFS 

will be included in the trainings going forward. Two questions. Would it be – 

because there are so many nuances with this disease, again similar to our 

question about CDC – would it be possible for CFSAC members and/or 

perhaps you already have included patients or patient organizations in 

developing that training program? I think it’s critically important because 

there is so much complexity.  
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(Michelle Schaefer): Well I could bring it back and see how stakeholder involvement could 

work. This isn't exactly my division but I reached out to him because I thought 

it would be very informative for this meeting. But I would ask him that and 

we might be able to do something along the lines of another – I mean this is 

just one basic training. Maybe we could do something for juvenile or some 

type of other, you know, where it could be more than one case study is what 

I’m thinking.  

 

Dr. (Susan Levine): Do you have a question?  

 

(Donna Pearson): And this is (Donna Pearson) and what diagnostic criteria does this CME use? 

Does it match up with what will be on the CDC website, etcetera?  

 

(Michelle Schaefer): Yes, it was reviewed for policy compliance through our policy branch 

which is what I do and we coordinated everything. In fact it was the MECFS 

training was kind of an inspiration after all of the agencies got together and 

were talking about it and I thought well, you know, it would be good for our 

CME program to also have something along those lines and kind of tie it in 

with our social security ruling and our other policy thing so it’s more 

disability oriented. So I think it’s going to be – I think it doesn’t conflict or 

anything like that. I think it’s supportive.  

 

Dr. (Newton): This is – I have one more question. This is Dr. (Newton). I would encourage 

you to do something with our pediatric patients. I’m sure that would be very 

well received out in the community because there are a number of students 

that are very sick and need to be on – and are on some type of disability and 

it’s very, very difficult to figure out how to navigate that.  
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(Michelle Schaefer): I think that’s a good idea. I’ll bring that back to him and see if we can do 

that.  

 

(Carol Head): And then one last question if I could (Michelle). Hi. This is (Carol Head) 

again. You know, one of the things we hear over and over in heartbreaking 

ways from patients is that they have a very difficult time getting social 

security. Even people who, you know, are clearly disabled used to work, no 

longer can work.  

 

 So I wonder if does FSA have measures. I wonder how if we were to compare 

people who apply with MECFS versus other disabilities two measures – one, 

what percent of cases that are applied for succeed and result in disability 

payments and then second, a measure on how long that takes because one of 

the difficulties here is that it can last for years and years and years before 

people receive it. So does FSA measure its work in that matter?  

 

(Michelle Schaefer): We have data and we’re trying to put it on the internet so everybody can 

just share the data and not have to request it continuously but we have general 

data online. I don’t remember what the data source is but if you go onto 

fsa.gov, they have a lot of data points and they talk about, you know, how 

long it takes to apply and appeal and things like that and I think we had 

brought some data to a CFSAC meeting previously and… 

 

Dr. (Susan Levine): I think that had been brought up previously and also I think we compared 

regionally different parts of the country I think vary depending on – but no I 

think that’s important to bring out.  

 

(Michelle Schaefer): Yes but we’d like to be able to put it out there to where everybody could 

see it and evaluate it however they would like so that’s what we’re working 

towards – the open GOV type thing – open government data sets.  
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Dr. (Susan Levine): Okay, we have time for one quick question and we’ve got to squeeze two 

liaison updates in half an hour. Go ahead (Jose).  

 

(Jose Montoya): I wonder like on an individual basis anecdotally I noticed that some of your 

consultants had been more sensitive to our request so I think that it’s part of 

your work that it seems to be pulling out but we would like to see more of 

that. It seems like an anecdotal basis things are working in the right direction 

but hopefully it becomes system wide. Thank you.  

 

(Michelle Schaefer): That’s nice to hear. It always helps to hear what’s going on out there. You 

work on these things and then you hope to hear something positive back.  

 

Dr. (Susan Levine): Thank you very much. I’m going to introduce (Carol Head). She’s going 

to give us a liaison agency update and then we’re going to hear at the end 

from (Fred Friedberg). So if you could maybe give us 20, 25 minutes and then 

we’ll give the rest to (Fred). Thank you.  

 

(Carol Head): And how do I advance the slides?  

 

Man: (Unintelligible).  

 

(Carol Head): Where?  

 

Man: Here.  

 

(Carol Head): Here, okay. Terrific. Can the people at home see the slides?  

 

Man: (Unintelligible).  
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(Carol Head): Okay, terrific.  

 

Man: It’s open down that side please.  

 

(Carol Head): So I’m going this way. Is that right?  

 

Man: Yes.  

 

(Carol Head): (Unintelligible). (Cindy) can you help me get to the – so while (Gustavo) is 

doing that, I really do thank you all for giving me – no, no, no, it looks like 

this. It’s our… 

 

Man: (Unintelligible).  

 

(Carol Head): Yes, there we are. Terrific. And then to move it I would do what again?  

 

Man: You go up.  

 

(Carol Head): Okay, terrific. Terrific.  

 

Man: And then the pointer… 

 

(Carol Head): I don’t need it. I’m okay on a pointer. Yes, okay. Thank you so much. I really 

do appreciate getting a half hour particularly early in the meeting and thanks 

to (Sue) and (Gustavo) and (Karen Scott). And before I begin, I think I’d be 

remised if I didn’t acknowledge two elephants in the room here today.  

 

 First we are meeting at a very unusual time in the history of our nation here in 

Washington, DC. We’re poised between two administrations and I think we 

all feel enormous uncertainty about the future and certainly more so for you 
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all who are public servants who work in the federal government so I’m giving 

a special thanks to our ex-officios who are here who are dealing with 

enormous uncertainty. So that’s one elephant in the room that feels quite 

disconcerting to me and I think to probably many of us but that seemed worth 

naming.  

 

 The next elephant in the room is this one – that MECFS is a public health 

crisis. I keep the photo of this young woman in front of me on my desk every 

day. She’s got a feeding tube. She’s not the sickest of the sick but she is quite 

sick and we all know the statistics about the difficulties of MECFS patients.  

 

 And so when I stand back and look at this deck because I am – I feel honored 

to be part of CFSAC and yet when we look at this, I have to say and I say this 

without criticism – merely stating a fact. We meet twice a year. We work very 

hard, you know, sick patients, smart capable knowledgeable people work very 

hard to put forward recommendations that then go back to the secretary of 

HHS.  

 

 Would anyone here care to take a guess at what percent of the 

recommendations that have been put forward to the secretary in the three 

years – 2014, 2015 and 2016 – over the three year period what percent of 

recommendations from this esteemed body have been enabled – have been 

implemented? Anyone want to take a shot? Well I’ll tell you I think we all 

know. It’s pretty low. It’s 7%.  

 

 So I, you know, as I prepare for these meetings, I hold this duality in my head 

of recognizing that CFSAC is the most critical entity in the nation which has 

the resources to help solve this disease and yet our failure rate is 93%. Now I 

don’t say that to be critical. I’m a member of it. If I’m being critical, I’m 

criticizing myself but I think it is worth noting that this is a public health crisis 
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and the structure that we have used time and time again for the roughly 15 

years that this body has existed is simply failing.  

 

 And I think it’s worth noted it is a public health crisis and it’s a public health 

crisis on the order that the AIDS was a public health crisis two and a half 

decades ago. Arguably this health crisis is more – does more damage to our 

citizens than the Zika health crisis. So periodically health crises arise. They 

get extraordinary attention and significant funding and MECFS is one of those 

today but what’s the difference.  

 

 Unfortunately MECFS is like the frog in the boiling pot in which the 

temperature has risen slowly and we lack any one moment – a sudden 

awareness of the shock of a new terror and therefore we lack the appropriate 

urgency.  

 

 There are roughly 250,000 Americans who are on, you know, we know this is 

a spectrum disorder from really people who exist in kind of a living death, you 

know. They’re so sensitive to light and sound that they cover their ears and 

their eyes. They can’t communicate. They’re fed through a feeding tube like 

this young woman.  

 

 So even sort of moving a little bit on the spectrum of people who are really 

severely debilitated cannot leave their beds and live in pain. We estimate that 

it’s roughly 250,000 people. That’s severe folks.  

 

 So let me just ask you – that is the entire population of say Toledo, Ohio. That 

is the entire population of Saint Petersburg, Florida and I ask you what would 

the response of the federal government be? What sense of urgency would all 

of us in this room feel if we – if suddenly it were clear that the entire 

population of Toledo, Ohio had been struck by a disease that absolutely – that 
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destroyed the joy and vibrancy and spirit of the lives that they were born to 

live.  

 

 Try to imagine the uproar and that’s the appropriate uproar. That’s the 

appropriate fear because as we all know here, anyone could get MECFS. You 

know, folks who are walking around, you know, oblivious to this which is the 

vast majority or our citizenry really don’t understand the fear that they – that 

is appropriate to this public health crisis.  

 

 So, you know, they’re also used to hearing chronic fatigue syndrome. So 

many people still think of it as a joke. It’s a joke. We know it’s not a joke. We 

know it’s a widespread national health crisis in which at least a million of our 

brothers and sisters suffer and they suffer mildly.  

 

 So then I come back to, you know, I try to be a problem solver so what do we 

do and, you know, every person here is a person of goodwill, a person who 

cares but we aren't getting it done and I say that with sorrow. 93% of our 

recommendations are not acted upon. If any other organization failed so 

miserably frankly it would cease to exist and I bet there’s not a person in this 

room who hasn’t said oh my God, you know, am I going to keep doing this? 

And the reason we keep doing it is because we in the patient community are 

desperate. We are desperate and also we know that right is on our side. We 

know that we are right in requiring our federal government to take care of the 

needs of those who suffer.  

 

 So let me put forward one idea. So there’s two elephants in the room, right. 

We’ve got this really disoriented transition occurring in our federal 

government. It’s a time of great uncertainty and which man of you toil on our 

behalf really must be struggling. I really can’t imagine.  
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 But once – so I missed all of that uncertainty. One thing is very certain. This is 

a public health crisis. So is this enrollment? Is this indeed as counterintuitive 

as it may sound, an opportunity – an opportunity for us to hang onto one area 

of the responsibilities of the federal government? Every agency that’s here is 

because they have a responsibility to serve patients.  

 

 But is this certain? Is this a moment that we can move forward in that way? So 

I ask that of you and I would say this. We can do this. In fact we are the only 

body in the country that has the prerogative, the duty and the resources to 

make significant end rows to this public health crisis. I mean what other entity 

in our country has all of the critically important pieces assembled together to 

genuinely affect significant change for the patients who suffer from MECFS? 

Literally is there any other? We all know the answer. We are it. We are the 

folks who have the power and the responsibility to work on it.  

 

 So one of the reasons I was very pleased you see because at the beginning of 

the meeting today was that I wanted to make this point. I hope to jolt us and to 

work at ways to increase the effectiveness of this body to which we are all 

committed.  

 

 So I had hoped frankly that the slides to follow here would be seen by you all 

ex-officios before. It is not my nature to because some of them are put 

forward some pretty pointed requests of the agencies and it’s not my nature to 

blindside people and I had assumed that you would see this before today but 

such as it is, here they are.  

 

 So one of the rules in my life is never to criticize something without also 

putting forward and committing to a solution so the remainder of my slides 

attempt to do that.  
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 With MECFS I can see a path forward. It requires a different and new level of 

commitment from both those of us who serve as volunteers on CFSAC and 

from the ex-officios. So the remainder of my presentation is an agency by 

agency discussion of ideas that could move this disease forward. So again 

while so many things are in the cure and uncertain about our lives here in 

Washington, this is sure. This is a dire public health problem that must be 

addressed.  

 

 And I – part of the proposals that you’ll see in my slides to follow are really 

procedural because this body, you know, when a body is failing frankly and I 

say that with no joy, it often is because the underlying processes and 

assumptions about how we will work together, you know, simply are not in 

alignment with our objectives.  

 

 You know, for instance, you know, meeting really only twice a year – this 

routine we go through where we work so hard, put forward recommendations, 

wait for some kind of response and the response is usually no and for lots of 

reasons that are well explained and then we wait another six months and we 

repeat, repeat, repeat and the forward progress is – there is some and I do 

applaud the work that has been done by particularly (Vicky) at NIH and there 

is indeed good work being done. But it is abysmally slow and I would submit 

that the process by which this agency works – this organization works – is 

really doomed to be slow.  

 

 So let me move to the next slide if I can. I think here is more about MECFS. 

Why does it continue to be a public health crisis? And a key factor is there’s 

no central federal leadership and no central federal coordinating plan for this 

disease and what’s frustrating is that we know that it has been done for other 

diseases. Autism was a disease that was in the similar straights that we’re in 

now 20, 15 years ago and there was a congressional mandate to form a 
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committee to really take on autism and give it the attention that of course it 

needs and requires just as MECFS does.  

 

 You know, we have minimal resources. We have, you know, we could read 

this slide and with the remaining short time I have, I’m going to have to go 

through these very quickly. I do hope that folks will look at them and I hope 

that these will be made available to folks at home.  

 

 So here we go. CFSAC does contain the couple of pieces to make a significant 

difference for MECFS. So here just is a reminder. We know this. Here is the 

federal agencies on CFSAC. We see at the bottom of the left hand side we do 

welcome new federal agencies because they help bring even more firepower 

to solving these problems.  

 

 We have on the right federal agencies that are not yet on CFSAC and I would 

propose that we should consider bringing them on. I understand there is a plan 

to bring on CMS which would be very important. Then we have the 

nonfederal pieces – patients and advocates, caregivers, etcetera. We’re 

familiar with this list. And we need meaningful stakeholder engagement that 

brings each of these groups to the table and certainly this is complex and at 

the same time it has been accomplished in other disease communities so if we 

look at what isn't very complex.  

 

 So as the staff at SMC INI has tried to pull this together, we tried to give it 

some structure that made sense to us and so if you look up across the top, you 

see leadership and that is the core issue that is missing. And I don’t mean – 

and I’m grateful for (Karen Scott) and for (Sue) and (Gustavo) and other 

leaders but we don’t have that overarching federal commitment and the 

leadership that comes with that. We also certainly have the research column 

which can result in treatments and cures.  
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 The clinical care problem – we had a crisis in clinical care. You know, just 

imagine going, you know, with a brain tumor to your doctor and your doctor 

turning you away and of course that happens sometimes with brain tumors but 

not for long because it grows and eventually somebody says, you know, and 

then there’s care. There is empathy. There is sympathy. There is treatment and 

there is hope and with MECFS that rarely exists. It’s a clinical care crisis.  

 

 Education and understanding – we’ve already touched on that this morning 

but it’s so critically important that doctors – even today – that both doctors 

who have been in practice a long time and doctors who are in medical school 

are not yet receiving the proper information about this disease and then last is 

patient support.  

 

 There’s really almost no one doing patient – significant patient support. Our 

organization is asked to do this time and again and we simply don’t have the 

resources to do it.  

 

 So what I do next in these slides is take each of the areas. First we have 

leadership. Fact – again I’ll state it – since 2014 approximately 7% of CFSAC 

recommendations to the secretary of HHS have been adopted and 

implemented. I don’t know. I’m embarrassed and mortified by that fact. So 

the headline here is HHS must insure MECF patients and research are a 

priority.  

 

 And then you see below it four three specific points that could move forward 

so that we achieve this agenda and several of us were fortunate enough to 

meet with (Karen DeSalvo) – outgoing assistant secretary of health (Karen 

DeSalvo) – and I think she gets it and I am – it was thrilling truly to speak 

with someone at such a high level at HHS who clearly wanted to make an 
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effort and at the same time I think she’s got one more week in office and the 

uncertainty there is very uncertain.  

 

 So just to continue, still on HHS assistant secretary for planning and 

evaluation – again there are four specific points which if implemented could 

really rocket forward the work on this disease. And again this takes the – this 

takes the change in many underlying assumptions about the power and need 

for and the prioritization of CFSAC.  

 

 Still on – now we are here to us, to CFSAC – all of us. We must work with 

each agency to insure MECFS related actions and activities are being carried 

out. You know, we had been employed forever where, you know, the 

recommendations would be made, the recommendations would be turned 

down and that was the end of it.  

 

 Our organization last year for the first time offered up a very simplistic way to 

look at that. We did a report card. We, you know, gave A, B, C, D, E, F on our 

sense of how responsive the agency’s specific action had been to that need in 

the MECFS community and at least it was one way to express back to 

agencies where we were where we felt that we’d really get hurt and good 

work had occurred and also where it had not been.  

 

 But there are some procedural issues here of those and I’ve divided them into 

two categories – the administration transition and then new agencies that 

should be involved – and again obviously this all requires much more – much 

more discussion.  

 

 Okay now we move onto NIH and again I would say a huge shout-out of 

thanks to (Vicky Whitamoore) who I feel is a phenomenal advocate on 

CFSAC and for our disease within a very complex and difficult agency which, 
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you know, as of today to my knowledge doesn’t know who their director will 

be, you know, next month and that causes all kinds of difficult tensions.  

 

 But we have comments here for the office of the director – currently (Francis 

Collins) and then we have some comments here for the Trans NIH MECFS 

working group and again I skipped over the facts at the top. If MECFS were 

funded like other diseases of similar prevalence and severity, it would receive 

250 million annually in funding from the NIH.  

 

 Actually (Mary Dimik) Dr. (Jason) and others have done new really rigorous 

analysis of the burden of the disease and come up with a figure that is lower 

than 250,000. It’s 188,000. That would really only begin to bring this disease 

as measured by daily – the D-A-L-Y – into parody with other disease of 

similar severity.  

 

 Again at NIH, NIH must invest in the MECFS research ecosystem. There are 

clinical trials occurring and we are – that is certainly a good thing and yet we, 

you know, have not yet seen protocols and there are some concerns among the 

community there.  

 

 Let me move onto DODNVA. Again welcome. We are thrilled to have you 

here as we know. The symptoms in the presentation of Gulf War illness is just 

highly overlapped with MECFS and therefore we hope that’s a way that both 

diseases can benefit from the knowledge and the research from each of the 

others.  

 

 So we asked DODNVA to prioritize MECFS in existing education and patient 

care programs and then you see some more information there about Gulf Ware 

illness, medical education and patient support.  
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 Now moving to clinical care and education – we see AHRQ and (Harissa) fact 

backed. Less than a third of medical schools include MECFS specific 

information in the curriculum and only 40% of medical schools include 

MECFS. And we all have had the experience – I had this experience 

personally as a patient literally two years ago of talking – trying to talk to my 

own physician about my disease and literally got the eye roll – didn’t believe 

it was real.  

 

 So we have seen and I brought an example today of output from (Harissa) that 

is – and again I am sorry to – I don’t mean to offend anyone here but it is 

offensive. It is so misguided in describing this disease and it goes back to that 

concept of nothing about us without us. We could – there are so many patients 

and patient experts and clinicians who could easily support our ex-officio 

brothers and sisters in moving forward with information that would be useful 

and helpful.  

 

 I know I’m short on time here but and now we come to the CDC. Again thank 

you for the work that you have done, you know, deep concern that graded 

exercise therapy continues on the CDC website. And I know you’ve probably 

heard that more times than you need to here but I’ve got to say it once again. 

It is just – it’s like a knife in our hearts because we believe that it is so 

dangerous and as you know, go to the CDC for information – all sorts of 

people – patients, physicians, other agencies – and that is a deep concern.  

 

 Others issues too and again nothing about us without it. We really – and the 

patient engagement group will talk more about what healthy patient 

engagement looks like in other disease communities where it’s not just one 

way. It is wonderful that you’re soliciting information from patients and 

medical researchers but it really ought to be – to be most effective for 

everyone’s benefit – a two way street so that information flows both ways.  
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 Let me continue here. More information about CDC here. FDA, thank you for 

your presentation. As we know, there are no approved treatments. Ampligen 

was approved in Brazil and it sounds to be as though there are being changes 

made at FDA that may begin to accelerate treatments for desperately MECFS 

patients who when they can find someone who will work with them and 

prescribe these drugs, they are paying out – they are paying extraordinary 

prices because their insurance won’t cover it because it’s not an approved 

drug for MECFS.  

 

 Onto FSA – again thank you (Michelle). I think clearly you’re beginning to 

support MECFS but there is so much yet to be done. And I literally, you 

know, one of the pains and joys of my job is the phone calls I get from 

patients that, you know, that bring me to tears regularly of people who have 

become homeless because they can’t get support, they can’t work anymore 

and then from the folks who’s the widows and the sons of individuals who 

have taken their life. Those are very hard phone calls to take and I feel as 

though I should record them and play them here.  

 

 So again let me just – I’ve completed the majority of what I wanted to say 

without any opportunity for discussion and I wish we had more time for 

discussion but again the leadership, the research, the clinical care, the 

education and understanding the patient support all really needs significant 

change.  

 

 These pieces can work together and I think a core issue here is an MECFS 

interagency task force. This would have to be done at the highest level. It has 

been done in other diseases. This is not impossible. It is absolutely doable.  
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 So I put forward one approach. I think this is a rational approach. I 

acknowledge that it may be radical. I acknowledge that it may be disruptive 

and I don’t take joy in that but something has to give and significantly change 

so that MECFS patients are treated as they should be.  

 

 I will say everything here is rational and grounded in knowledge, you know, 

as is all of our work at SMCI – our organization. We are fundamentally a 

research organization. People forget this because I stand up and make 

speeches like this but we are a research organization so we base all of our 

work whether it be research or advocacy in fact and that’s just part of our 

organizational DNA.  

 

 This can and should be a resource and we can be active partners. It saddens 

me that we don’t have more interaction between these two meetings. I will say 

– I will stand up and say I will – for particularly those of you who are new on 

CFSAC, I would welcome a phone call or an email. Hey, I was thinking about 

this. We’re not sure about this. Can you help? Our answer will always be yes.  

 

 And I think, you know, it’s extraordinary for those of you who don’t live and 

breathe every single day in the MECFS field the way we do – do we all get 

that Dr. (Jose Montoya) is giving up two days of his life to come here. This is 

a preeminent honor, distinguished full professor at Stanford University with 

extraordinary knowledge. (Sue Levine) who is one of the preeminent most 

knowledgeable individuals and I could go on and on. The resources in this 

room are extraordinary and have not been used.  

 

 And we – if anyone on, you know, CFSAC would say no, I don’t want to take 

those calls and emails, let me know but my guess is that we want to do 

everything we can to support those of you who are ex-officios and I also sort 

of laugh. I feel as though maybe some of the ex-officios feel like you drew the 
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short straw, you know, oh God, I’m on this damn CFSAC. And let me tell you 

you may or may not feel that way but I will tell you that you have an 

opportunity working with us to make a significant change in the world.  

 

 How many times do – it’s like, you know, you’re the person standing outside 

the burning building and you either decide to rush in and save the children or 

not. Those opportunities to make a difference in the world don’t come along 

often but this is one of them. This committee – all of us together are really the 

only entity in the country who can do that.  

 

 And I, you know, I am not a youngster and I’ve been through a lot of 

committees and a lot of social change and I recognize that this will not be easy 

and it’s not only because this disease is complex and because the inertia about 

this disease is so heavy. In each of your agencies there’s inertia. In the public 

perception of this disease there’s inertia.  

 

Dr. (Susan Levine): Excuse me (Carol) one moment. We have public comments coming up. 

Thank you.  

 

(Carol Head): Okay. Well can I – I literally have 30 more seconds.  

 

Dr. (Susan Levine): Sure.  

 

(Carol Head): So there is inertia and this will be difficult. I do believe that if we make some 

procedural changes to this committee, we can transition it from minimally 

effective a 7% success rate to a vibrant committee that drives change. There’s 

no other body in our country that can do that.  

 

 I trust that this next day and a half will be vibrant discussion, collegial, 

candid, thoughtful and fascinating as we work on this urgent health crisis. I do 
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thank you for the honor of working with you and I’m very grateful for the 

time and I look forward onward. We can do this.  

 

Dr. (Susan Levine): Thank you for a very thoughtful discussion that you clearly thought about 

this a lot and worked very hard.  

 

Man: Very inspirational.  

 

Group: Thank you.  

 

Dr. (Susan Levine): Thanks very much and I’d like to acknowledge Dr. (Gary Kaplan) is here.  

 

Dr. (Gary Kaplan): Welcome.  

 

Dr. (Susan Levine): Okay. I guess we’ll begin public comments. I – Dr. (Fred Friedberg) 

wanted to give a presentation. We will try to fit you in I promise. We’ll find 

some space for you, okay.  

 

(Gustavo Seinos): Well he is due for tomorrow.  

 

Dr. (Susan Levine): Yes but I think in addition to talking about the meeting he – go ahead 

(Fred).  

 

Dr. (Fred Friedberg): Yes, let me just explain. I certainly didn’t want to impinge on (Carol)’s 

time. You know, originally the invitation was for like a one hour talk which I 

had prepared so I was a little bit stunned that the time was reduced. I get it. 

It’s a tight schedule. I’m not complaining. I’m just saying I felt a little 

blindsided.  
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 So but I get it (Carol) had her time and I took away from it so if it needs to be 

all done – my update as well as the conference at one time – I’ll do it.  

 

Dr. (Susan Levine): Yes. Okay, thanks, thanks.  

 

(Carol Head): And I just want to be – my understanding was I had a half hour.  

 

Dr. (Susan Levine): Yes, that’s what I kind of thought too. Sorry about the mix-up.  

 

Dr. (Fred Friedberg): Yes, my apologies. I did not mean to infringe on your time.  

 

Dr. (Susan Levine): Okay, alright.  

 

(Gustavo Seinos): Okay, let’s regroup and move onto the public comments. We have to have the 

operator. (Shirley) are you on the line?  

 

Coordinator: I am.  

 

(Gustavo Seinos): Okay, we can – the first person to go up is (Mary Switzer) and she’s here in 

person. Okay, (Sharon) show (Shirley) – do you mind pressing star one so the 

operator can open your lines?  

 

Coordinator: I’m not seeing that she’s on the line at this time. No one has pressed star 1.  

 

(Gustavo Seinos): We have a list and (Alex) you are last. Then do we have (Charmaine)? 

Alright, you are on. Let me give you the microphone.  

 

(Charmaine): I thank you for taking my comment. I’m currently serving as president of the 

Massachusetts (unintelligible) and Fibromyalgia Association. I speak today 
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about the urgent need for clinical education about MECFS. A couple of 

examples.  

 

 First, a few weeks ago I was on a radio program with representatives from 

other local charities. Unlike the others, I did not want to talk about our need 

for money or for volunteers or even talk much about our programs in support 

of patients with MECFS (unintelligible) to what MECFS was, its symptoms 

and severity in case any of the listeners might be among the 28,000 people in 

our state who probably do have MECFS but do not have a diagnosis who 

might be suffering from a disabling illness with no idea what it is or how to 

find a doctor who will pay attention to them yet I did not do this.  

 

 Why? Because we know of only 30 doctors in the entire state including all 

specialties who we feel confident understand MECFS and will treat patients 

adequately and with respect. I was afraid that patients who suspected they had 

MECFS and visited their doctors would be subjected to the dismissive attitude 

about this illness that is so prevalent in the medical community and would be 

discouraged from seeking further help and this would do them much more 

harm than good.  

 

 Secondly, over the last several years our association has been educating 

school nurses about MECFS in school age youth. School nurses are in an 

excellent position to identify children who may have MECFS and they have 

been very receptive to our information however the school nurse cannot act 

alone to diagnose, provide treatment for the child or insure that the child 

receives appropriate educational accommodations. The child’s doctor must be 

involved.  

 

 We have been told many times that there is no pediatrician or family doctor in 

the child’s town who is comfortable diagnosing MECFS or who knows what 
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school accommodations would be useful so the child goes undiagnosed and 

untreated with his or her success in school threatened. This leaves the nurse 

feeling helpless and the family’s vulnerable to inappropriate child abuse 

accusations.  

 

 The institute of (unintelligible) higher chapter outlining a dissemination 

strategy for medical education about MECFS. We are asking that CFSAC or a 

federal agency be designated as soon as possible to take responsibility for the 

development and execution of across the agency plan. This is a critical step in 

getting patients whoever and wherever they may be the care they need and 

deserve.  

 

 Our association stands ready to help. We have already begun to work with our 

local HRSA officials to explore possibilities for getting information about 

MECFS into federally qualified health centers in New England. Thank you.  

 

(Gustavo Seinos): Thank you so much.  

 

Coordinator: This is the operator. We do have (Sharon Shaw) on the line also if you’d like.  

 

(Gustavo Seinos): The next person is (Denise Lopan-Mahano).  

 

Woman: (Denise) on the line?  

 

(Gustavo Seinos): Okay.  

 

Coordinator: I’ll open the line for (Denise). One moment. (Denise) your line is open.  

 

(Denise Lopan-Mahano): Hello. Can you hear me?  
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(Gustavo Seinos): Yes. Please go ahead.  

 

(Denise Lopan-Mahano): Good afternoon. I’d like to share some comments on the report 

from the federal partner’s meeting. To me a highlight of the report is 

“educational materials should communicate consistent messaging and the 

federal partners should present accurate evidence-based (unintelligible) on 

MECFS”.  

 

 Currently accurate and consistent messaging is sorely lacking in federal 

partner (unintelligible). For example a report states that the annual economic 

burden (unintelligible) 1.9 and $7.2 billion yet the report says the range is 18 

to 24 billion.  

 

 His announcement says the purpose of the P2P workshop “was to discuss 

whether creating a standard case definition would help increase understanding 

of MECFS and accelerate the development of new tools to diagnose and treat 

the disease”.  

 

 The report says the workshop purpose was to “facilitate discussion of the 

research areas to be addressed for MECFS”. The disconnect between 

statements in the announcement and the report emphasizes that accurate 

consistent messaging is sorely needed.  

 

 Next the report has a few errors, among them an incorrect reference. The 

report also claims that a P2P participant said that there are “163 possible 

combinations of symptoms for the disease” yet as noted by this committee, the 

participant actually said that there are 163 possible combinations of symptoms 

associated with the use of the (unintelligible) definition.  
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 The report seems to indicate that the CDC has developed a pediatric 

adolescent MECFS video from Med Ed portal. I believe this is the first 

mention of such a video and I look forward to clarification by the CDC ex-

officio.  

 

 The report mentions several projects and activities. Who is overseeing all of 

these projects? Who is coordinating the messaging of materials across and 

within projects? What is the role of stakeholders and experts in each project? 

Who is coordinating each individual project? How often does each group 

meet? What are the anticipated outcomes for each project? What is each 

project’s timeframe? How will each project and activity be funded? How will 

the developed material be disseminated so as to fully reach its target 

audience?  

 

 The report’s discussion of action items prompted additional comments and 

more questions from me. Defining disease parameters – how can we get out of 

the endless loop of more research is needed to get a research case definition 

but we need a case definition to do research in order to get a research case 

definition. Excuse me.  

 

 Hint, if your answer involves CDE’s, these CDE’s must be developed using 

carefully characterized criteria that truly reflect this disease and to insure that 

the CDE’s are not overly broad.  

 

 Create new knowledge – when will epidemiological and longitudinal studies 

be done? I ask because we know very little about the natural history of this 

disease. Where and when will the pediatric and adolescent patient population 

be addressed in research. Are there things that are unique about young people 

with this disease? Have the federal partners formed a workgroup? Why aren't 

stakeholders and advocates full members of the workgroup?  
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 Improve methods and measures – who will operationalize the FDA guidance 

on drug development, when and who will develop the standard outcome 

measures? About training and education – I strongly urge CDC to record, post 

recordings and presentation materials online and transcribe all calls in a 

manner similar to NIH’s teleconference calls. Doing so will broaden the 

impact of the calls by making the material accessible to all at will.  

 

 Funding resources, etcetera – a recent article indicates commensurate research 

funding should be $188 million US per year.  

 

Dr. (Susan Levine): 15 more seconds please.  

 

(Denise Lopan-Mahano): At times NIH has projected 2017 funding. The report says efforts 

for instance by SMCI and OMI should be leveraged for new funding. Here’s a 

reminder thought. Patients have almost no energy resources for fundraising 

and minimal financial resources to contribute. Widespread stigma and lack of 

understanding about the impact of this disease pose enormous obstacles in 

seeking outside funding.  

 

 We have demonstrated that we will do whatever we can to move things 

forward for patients. You can help us by increasing research funding. 

Simultaneously you can help us dismantle the stigma and widespread 

misinformation about this disease by involving us as equal partners to develop 

accurate, consistent messaging as well as involving us in all steps of 

everything related to ME from idea to final approval and release. Thank you.  

 

Dr. (Susan Levine): Thanks (Denise).  
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(Gustavo Seinos): Thank you (Denise). (Shirley) can we please open the line for (Sharon 

Shawna)?  

 

Coordinator: Certainly and (Sharon) your line is open at this time.  

 

(Sharon Shawna): Thank you so much. Okay, good afternoon. I have had untreated MECFS for 

38 years. My testimony today is on the topic of CDC’s CFS group.  

 

 The 2015 National Academy of Medicine report characterizes post exertion on 

the legs is a core symptom of MECFS and stated that exertion of any sort can 

adversely affect MECFS patients in many organ systems.  

 

 Last year the paid trial authors falsified results were exposed as fraudulent and 

the July 2016 AHRQ addendum stated the following. The Oxford case 

definition should no longer be used and there is insufficient evidence of the 

effectiveness of CBT and GET but even today CDC still refuses to remove 

recommendations for CBT, GET and anything based on the Oxford criteria 

from its website.  

 

 Number one, in June of 2016 my family and I submitted a simple question on 

cdc.gov’s contact page. It was on which exact published and peer reviewed 

literature that sites objective, not subjective evidence. Does CDC base its 

publish recommendations to use graded exercise therapy and cognitive 

behavioral therapy for people with MECFS? Please provide a list that includes 

each paper.  

 

 As of today nearly six months later after multiple emails to CDC by my 

family and others and after a teleconference last August with Dr. (Unger) and 

(McQuiston) CDC has chosen not to provide this list to any of us in the MCFS 

community.  
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 Ours was a simple question. Dr. (Unger) in an effort to bring CDC’s 

prolonged avoidance of providing this information into the light of day, we 

call on you to provide this list to the MECFS community no later than 

Thursday, January 26th. Requests made to you outside this public spotlight 

have yielded no results so we now press you in this public forum.  

 

 CDC insists that it recommends – that its recommendations for CBT and GET 

are based on available literature but then refuses to identify the literature on 

which its recommendations are based.  

 

 Number two – in her December 2016 letter to the MECFS community 

referencing CDC CFS web content promoting physical activity, Dr. (Unger) 

stated “limitations and cautions are included”. Unfortunately this is a 

significant distortion of the truth. CDC has not published even one specific or 

actionable method by which clinicians can help protect people with MECFS 

or of which any patient can protect themselves from overexertion and harm 

while engaging in physical activity so strongly recommended by CDC.  

 

 Remember there are fewer than a dozen MECFS clinicians in all of the United 

States to help care for up to 2 1/2 million of us. The CDC website states each 

patient will have to determine their individual limits by trial and error. This is 

medically irresponsible of CDC to say the least. It must be noted that detailed 

actionable information is available from the Work Well Foundation which is 

outside of the CDC.  

 

 Number three – last February Dr. (Unger) himself selected two articles that 

were posted on CDC CFS client science clips page. Each blatantly promotes 

psychogenic theories about MECFS. Dr. (Unger) continues to refuse all 
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requests to remove these two factually incorrect, scientifically unsupported 

and stigmatizing articles.  

 

 In last August’s teleconference with Dr. (Unger) she insisted that experts are 

experienced and sophisticated enough to distinguish between the article’s 

valuable information and their less useful information. Dr. (Unger) grossly 

understates the article’s outdated and falsely psychologizing information that 

MECFS community knows to be so harmful to patients and again with fewer 

than a dozen expert clinicians in the US, who are these so called experts to 

whom Dr. (Unger) refers.  

 

 And her – in the same letter in December Dr. (Unger) further claimed that 

links to these science clip articles do not indicate CDC’s (unintelligible) claim 

that it is simply Ludacris. No one visiting CDC’s website could ever imagine 

that CDC’s only own web content is not endorsed by CDC. Since CDC selects 

what it posts on its website, there is no legitimate excuse for not removing 

these or any scientifically inaccurate harmful stigmatizing outdated articles.  

 

 Why is CDC not addressing this medical and human rights crisis with 

urgency? Where is the accurate case definition? Where is accurate medical 

education that includes PEM as a core symptom? Where are CDC’s rigorous 

epidemiological studies?  

 

 We call on HHS and CDC to stop and reverse the FS Group’s glacial pace, 

further pursuit and dissemination of scientifically unsupported and harmful 

work products and conduct that harms people with MECFS, impedes progress 

and stigmatizes this illness and all who are afflicted with it. The community 

demands the highest level of integrity, transparency and accountability. Thank 

you.  
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(Gustavo Seinos): (Sharon) I’m sorry we will have to stop you. We have a number of speakers. 

Thank you for your time. Now in the room the next three speakers are in the 

room. (Terry Wilder).  

 

(Terry Wilder): Good afternoon. My name is (Terry Wilder) and I’m a person living with ME. 

It’s been about ten months since I was diagnosed with this illness. In the past 

ten months my health has been up and down and I had to drop out of my PHD 

program after finishing all of my college coursework and passing my 

qualifying exam having only my dissertation to complete the degree 

requirements.  

 

 Despite this I’ve been part of two ME protests, two advocates meeting with 

acting assistant secretary of health and human services, (Karen DeSalvo), a 

meeting with the New York State Health and Human Services regional 

director, several meetings with leadership at the New York State Department 

of Health to actually develop ME webpages and create free CME CNE 

content.  

 

 I’ve convened several phone calls recently with a very high ranking NIH 

leader and I was the brain child behind the most recent call to actions to get 

the NIH to release the promised FOA’s. Simply put, I’m an activist fighting 

for my life.  

 

 What I’d like to talk about today is how able bodied privilege and micro 

aggression impacts lives of people with ME. Micro aggression is a term 

coined by a Harvard professor in the 1970’s to describe insults and dismissals 

he regularly witnessed nonblack Americans afflict on African Americans.  

 

 Psychologist (Gerard Wing-Sue) defines it as a brief and commonplace daily 

verbal, behavioral and environmental indignities whether intentional or 
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unintentional that communicates hostile, derogatory or negative flight and 

insults toward people. People with ME deal with micro aggressions 

frequently. Micro aggressions take place in everyday conversations during 

ME meetings, during presentations, on websites with ME content and often 

make it hard to really call it out.  

 

 So when we put micro aggression into the context of ME, the following 

examples come to mind. Wearing scented body products in areas labeled as 

scent free is micro aggression. Telling a person with ME you don’t look so 

sick, you look kind of normal to me. Can you give this to me? That’s micro 

aggression.  

 

 Inviting a speaker to give a presentation to a staff at a government institution 

who is a documented misogynist who spreads stigmatizing untruths about 

persons with ME is micro aggression. Placing damaging and accurate 

information on government websites about ME is micro aggression. Charging 

medical providers for clinical education on ME when we’re so desperate to 

get ME education out in the world is micro aggression.  

 

 Delaying the release of ME research FOA’s is micro aggression. Stating that 

you don’t think a committee needs more people with ME on it is micro 

aggression. Holding CFSAC meetings twice a year is micro aggression and 

placing thinly veiled GET information in a publication about ME that goes out 

to thousands of public health professionals around the world is micro 

aggression and referring to my illness as chronic fatigue syndrome is micro 

aggression.  

 

 Constantly referring to me as a patient is micro aggression. I’m not a patient 

24/7 days a week. I’m a sister. I’m a friend and I’m a daughter. I’m a person 

first and should be referred to as such. Using person first language is 
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respectful and acknowledges that while ME is a part of my identity, I’m not 

an illness and I’m only occasionally in a medical provider’s office.  

 

 Projecting an us versus them mentality is micro aggression. Illness lies on a 

spectrum and the reality is that anyone can become ill at any point at his or her 

life so if an opportunity to meet with a person of power or ME workgroup or 

committee seat comes open and you don’t immediately think of it as an 

opportunity to include a person with ME, you are reinforcing the idea that an 

able bodied person is a better fit and that simply isn't true. It’s micro 

aggression.  

 

 So when you want a suggestion on how to engage stakeholders, start by 

checking your able body privilege and how you participate in micro 

aggression. Stakeholder engagement isn't just about convening regional 

meetings, phone calls or sending out a survey to get input. It’s about checking 

your privilege at the door every time you engage with or on behalf of a person 

with ME.  

 

 And since ME affects every person differently and illnesses on a spectrum 

from more ill to less ill, I challenge people with ME to also think about able-

ism, micro aggression and their privilege. For example when you advocate on 

behalf of the community, do you forget about the people who are completely 

bedbound and are unable to speak?  

 

 The most ill are more likely in the fact that they will never be able to come to 

a meeting like CFSAC or participate on an advocacy call or attend an ME 

conference in Florida. So I’ll close by sharing a very quick story.  

 

 I just recently finished reading the book “How to Survive a Plague”. I 

encourage everyone in this meeting to at a minimum watch the documentary 
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of the same name. It tells the story of how people living with HIV fought for 

their lives during the early years of the AIDS epidemic. Not surprisingly I was 

struck by the many parallels between ME and HIV in the early years of the 

epidemic when there was little government response and people with ME 

were neglected – with HIV were neglected and left to die.  

 

 In the book (Michael Cowan) who is a person living with AIDS gives 

congressional testimony. During this testimony he states so whatever you or 

your colleagues do or don’t do, whatever funds are or are not allocated, 

whatever the future has in store for me and the hundreds of men, women and 

children whose lives have been irrevocably changed by this epidemic, the fact 

that the congress of the United States did so little for so long remained a sad 

and telling commentary on this country and this time.  

 

 As I read this of course, I thought about my life and how one day I might give 

congressional testimony literally saying the same exact thing about ME. 

People with ME are fighting for our lives. Don’t dismiss our activism in 

public forums, secure high level meetings without us or send emails to us 

when you disagree with our published opinions. Don’t tell us that we got you 

in trouble with your boss when we wrote them a letter. It isn't appropriate and 

it’s a form of micro aggression.  

 

 We are engaging in any means necessary to end this illness. Join in or leave. 

This is about our lives and not yours. Support us in our struggle against those 

who ignore us, stigmatize us, discriminate against us, won’t provide medical 

care to us, won’t fund RFA’s to improve our lives, don’t believe us and 

undermine our efforts. Work with us to create spaces so that we’re involved in 

every level of decision making, be included in forums with equal credibility as 

other participants to share our knowledge and experience.  
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 And if you feel like your able body privilege could possibly get in the way of 

the ultimate goal of curing this illness, I encourage you to tape a picture of a 

severely ill person with ME by your computer or phone or keep it in your 

wallet so you can check your able body privilege at the door when you 

literally walk into an ME meeting when you meet with a high ranking 

government official on behalf of the ME community, create a clinical 

education video, respond to our emails or calls or when you create other 

materials that reflects our lives. Thank you.  

 

(Gustavo Seinos): Next person – (Mary Dimik).  

 

(Mary Dimik): Good afternoon. Today I wish to address two topics starting with the issue of 

what case definition to use and research. I’ve been here for six years and this 

has been a constant issue the whole time.  

 

 I led a 2011 NIH workshop, a 2012 CFSAC recommendation, a 2014 letter to 

HHS by 50 disease experts, 2014 and 15 IOM P2P’s and AHRQ reports and a 

2016 federal partners response to P2P. That last report stated that multiple 

case definitions results in the inability to draw correlations across studies and 

was a key impediment to research.  

 

 To address the problems researchers caused by nonspecific definitions. 

Disease experts are already using selective criteria like the Canadian and the 

MEICC to accurately select research cohorts. So it is stunning to me that HHS 

has recently said that it doesn’t matter what research case definition is used as 

long as everyone uses common data elements. But let’s be really clear. 

Requiring the capture of the same data does not compensate for requiring that 

all patients labeled as MECFS actually have MECFS no matter how 

sophisticated the database because it won’t all be in a database.  
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 Continuing to use definitions like for (unintelligible) that include other 

conditions only perpetuates the hurdle we face today. To make progress we 

need consensus on which definitions will be used to select MECFS patients 

and just as importantly we’re going to need consensus on which ones will no 

longer be used because they lack specificity.  

 

 The second topic is the burden of disease of MECFS. As (Carol) said, Dr. 

(Jason) (Art Merin) and I recently published a paper estimating that the 

burden of disease of MECFS and then compared that o NIH’s own analysis of 

disease burden versus NIH spending in 69 areas. This analysis suggests that 

annual funding from UCFS research would need to be 188 million to be 

commensurate with disease burden.  

 

 Now admittedly this analysis has significant limitations because of the lack of 

research in this field and disease burden is not the only factor considered by 

NIH when it makes decisions but this analysis further underscores the 

magnitude of the burden that patients suffer with every single day, the 

stunning lack of research funding, the lack of the most basic information 

about MECFS’s natural history and what causes patients to die and the 

inadequacy of disease tracking.  

 

 It also underscores the deleterious impact of medical stigma, inappropriate 

clinical practices and a lack of treatment that only add to the disease burden 

experienced by patients. There’s no escaping the injustice that’s been done to 

patients for decades. With all due respect to what’s been done so far, what has 

been done is orders of magnitude less than what is needed to require – to 

address the issues in this field in both research and clinical care in a timeline 

that matters to patients.  
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 We need commensurate funding and an aggressive focus to coordinate a plan 

like (Carol) talked about to fix these issues now, not in another 10 or 15 years. 

Thank you.  

 

(Gustavo Seinos): Thank you (Mary). Next person up (Libby Potter).  

 

(Elizabeth Potter): My name’s (Libby) or (Elizabeth Potter) and I’m a member of the 

Massachusetts (unintelligible) association.  

 

 On May 20th 1985 working at Wayne Laboratories as a senior systems analyst 

I fell asleep at my desk while typing detailed specifications. When a colleague 

woke me for the third time in 15 minutes, I knew something was very wrong. 

I needed to go home. That became my last day of work.  

 

 Within days my credibility as a respected team leader headed for management 

ended replaced by perceptions of hypochondria. I slept 16 to 18 hours a day as 

my cognitive functioning rapidly deteriorated. My PCP offered no help and 

neglected to record my numerous symptoms. Fortunately in 1987 I found a 

holistic (unintelligible) familiar with my condition and he gave it a name – 

chronic fatigue syndrome – and with compassion helped me to begin to 

manage my symptoms and he kept meticulous notes.  

 

 After five years and two denials I finally obtained FSDI – a process that 

significantly reinforced the validity of my condition thus when my husband 

filed for divorce I assumed I was well armed to receive a fair settlement. 

Likewise when my disability insurance provider suddenly cut me off, I felt 

confident my benefits would be reinstated. I – in both cases I lost.  

 

 For nearly 32 years I have lived with the stigma of this serious illness that 

may still refuse – that many still refuse to acknowledge. Financially had I 
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received fair settlements in both proceedings I would have the benefit of $2.5 

million entering my retirement years and I would still own my home.  

 

 I was portrayed by my attorneys who failed to believe I was ill and the 

insurance company that wrongfully broke our contract. The former should be 

sued for malpractice, the latter for breach of contract. By the time I had 

recovered enough strength to meet the requirements for filing a complaint, the 

statute of limitations had long expired. Both the lawyers and the insurance 

company are protected by the statute of limitations. Who protects me?  

 

 Recently I compiled over 75 symptoms that waxed and waned that I incurred 

for years. Chronic physical pain was sometimes excruciating to the point of 

tears. Physical deconditioning created nerve pain since my muscles could no 

longer support my vertebrate. Without comprehensive stakeholder approved 

education, MECFS sufferers remain vulnerable to the whims of uninformed 

experts.  

 

(Gustavo Seinos): Thank you so much. Operator, can you please dial (Alex Lopez)?  

 

Coordinator: Sir, you’d like me to dial out to him? Is that correct?  

 

(Gustavo Seinos): I’m sorry. (Alex) is on the phone I think if he can press star 1 and open his 

line.  

 

Coordinator: And again just press star 1 and it’ll be just one moment here and I can open 

the line if they press star 1. One moment. And I did go ahead and open that 

line.  

 

(Denise): Hello. (Alexander) is too unwell to participate today so I (Denise) am reading 

for him.  
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 For those who don’t know, my brother and I have ME and are housebound 

and partially bed bound because of it. We require 24/7 care. Neither of us 

have been able to finish high school, learn to drive, attend college, live 

independently or work. We are too disabled because of ME.  

 

 This month marks an unwanted milestone for my brother. He has now been 

sick half of his life. We have diligently tried many things to alleviate 

symptoms. None have resulted in significant improvement in our quality of 

life. There are several reasons for the diminished quality of life and disability. 

Among them is the lack of serious attention to education and healthcare 

professionals and researchers about ME.  

 

 Widespread concerted education of researchers and healthcare professionals 

needs to be part of an ongoing effort to eradicate misinformed beliefs about 

ME. This effort needs to be embedded in and across government agencies 

including all components of HHS. The material must be disseminated widely 

to healthcare professionals, healthcare organizations, developers of 

curriculum, etcetera.  

 

 Recent examples of this need include the original protocol for the clinical 

study proposed among other things to focus on fatigue and use the discredited 

Reeves criteria among other things. It was only because stakeholders 

submitted extensive concerns but some were addressed in revisions. This 

should not have been necessary because those developing the study should 

have known about ME.  

 

 Another example – NIH invited (Edward Shorter) to speak on the historical 

sort of perspectives of chronic fatigue syndrome. If everyone at NIH 

understood that ME is a physiological disease (Shorter) would not have been 
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invited because everyone at NIH would understand how inappropriate his 

views about ME are.  

 

 The announcement about the federal partners report uses prevalence and 

economic figures that don’t align with a report itself. This no doubt generates 

confusion among those looking for information about the disease. One of the 

things the federal partners’ report says is accurate and educational information 

– I’m sorry – educational materials should communicate consistent messages 

and the federal partners should present accurate evidence-based and up to date 

information on MECFS.  

 

 Ironically the announcement neglected to align the announcement with the 

information and recommendations in the report being announced. NIH is not 

the only agency with this sort of disconnect. For the September CDC 

roundtable meeting there were no provisions for remote participation by 

members who were unable to attend due to disability. Note that the IOM had 

provisions for remote participation. Heck, even CFSAC does sometimes.  

 

 When choosing a venue for this CFSAC meeting, HHS chose a place that 

among other things has no onsite food or beverage service meaning people 

have to bring their own or leave the building to get it. Leaving the building is 

often much more than we can manage.  

 

 Putting things into account, it feels as though HHS either doesn’t understand 

the impact of this disease or can’t really be bothered to accommodate patients’ 

disabilities and not disseminating the logistical information to the community 

in the November meeting announcement further indicates a lack of 

understanding of this disease in the infinite calculations we must constantly 

make to determine if an activity might be feasible.  
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 NIH, CDC and HHS are government agencies that supposedly “are familiar 

with the issue” yet time after time we have to educate another agency 

employee about the impact of this disease. It’s inefficient to address these 

things individually.  

 

 We urgently need a strategic plan, written policy and dissemination of 

consistently accurate material about this disease both within government 

agencies and to researchers and healthcare professionals at large.  

 

 We stakeholders and experts live this disease 24/7. We are intimately familiar 

with it. Our experience with this disease and our strong desire to move things 

forward for this field mean that we are very well suited to be integral and 

equal partners with you on things related to ME.  

 

 We must be involved from start to finish in the development and execution of 

all things related to ME including to insure appropriateness, consistency and 

up to date messaging. Appropriately educating healthcare professionals and 

researchers will enable us to spend more time improving patient quality of life 

through biomedical research, improved diagnosis, treatment and support. My 

brother and I deserve as much as do all patients. Thank you.  

 

Dr. (Susan Levine): Thank you.  

 

(Gustavo Seinos): Thank you. (Billy Moore) if you are on the line, can you please press star 1 so 

the operator can open your line?  

 

Coordinator: And one moment, please. And (Billy) your line is open at this time.  

 

(Billy Moore): Thank you. I am (Billy Moore) New Jersey MECFSA advocacy chair. I’ve 

changed my talk slightly to request, urge, even demand that all decision 
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makers and ex-officios of HHS departments listen over and over again to 

(Carol Head)’s talk today. She has said almost everything that needs to be 

changed or done to make progress for the patients. So listen, listen, listen and 

then do it.  

 

 It’s been almost 40 years since ME was damned by the HHS with the name 

chronic fatigue syndrome. Nothing of true help to patients has happened since. 

These 40 years were marked by no significant actions by HHS departments to 

address this national health epidemic. Many meetings and reports and papers 

and workshops but nothing significant.  

 

 The FDA – the FDA needs to approve Ampligen conditionally without further 

delay. This drug has been proven safe. Many drugs have been approved with 

far less safe profiles than Ampligen and further enabling diseases or 

conditions than ME but there is no drug approved for MEFCS sufferers after 

40 years.  

 

 NIH, show us the money. Issue RFA’s in the amounts needed to generate 

substantially more research applications to address the huge disease burden of 

ME. $6 per patient per year is what the NIH allots to over one million ME 

patients. This is a deliberate and cruel pretense of adequate funding for 

research.  

 

 This effort needs to be ramped up to that at least equal to what is allotted for 

multiple sclerosis. 104 million per year for about 400, yes multiple sclerosis 

patients with 14 approved MS drugs – 14.  

 

 CDC – harm is being done in many ways by the CDC which steadfastly resists 

community pleas and recommendations for change and this is a current and 

recurrent complaint with the CDC even just today. While wont the CDC not 
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change the name to MECFS? Other HHS departments have changed the 

obnoxious name of CFS but the CDC refuses to change.  

 

 CDC continues to get CBT when its website euphemistically as “managing 

activities and exercise” in spite of years of patient advocates pointing out the 

harm this does. Why? There’s every indication that if the definition of 

MECFS is changed on the CDC website, it will be to the NAM recommended 

definition without the excellent clarifications and necessary clarifications 

recommended by the SEC IOM workshop in August 2015. Why?  

 

 CDC’s website revisions will not be reviewed and approved by expert 

MECFS doctors in spite of recommendations by the patient community to do 

so. More inaccuracies are likely to go forward as updated – “updated 

material”. Why resist this help? Why absolutely resist this help which would 

save so much criticism after the wrong things are printed.  

 

 We do appreciate some recent actions undertaken by various HHS 

departments but these initiatives do not at all address the endless suffering of 

the MECFS patients or do anything to alleviate it. No game changing amount 

of additional money for crash program research, no drug approvals.  

 

(Gustavo Seinos): (Billy) you have ten seconds. Thank you.  

 

(Billy Moore): Thank you. No education of medical – no accurate and expert reviewed 

education of medical experts. No real help. Thank you particularly to the long 

ignored CFSAC voting and nonvoting members over the years.  

 

(Gustavo Seinos): Thank you and the last person (Alice Tyson).  

 

Man: Four minutes and 35 seconds.  
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(Alex Tyson): How much?  

 

Man: Yes, four minutes and 35 seconds.  

 

(Alex Tyson): Good afternoon. My name is (Alice Tyson) and I appreciate this opportunity 

to speak to you as an athlete and exercise specialist and as someone who has 

lived with chronic fatigue syndrome or whatever it’s called since 1992.  

 

 Professionally I’m a registered nurse with a degree in kinesiology and I once 

held an exercise specialist certification from the American College of Sports 

Medicine. I worked professionally in graded exercise therapy and provided 

education and lifestyle changes.  

 

 As a cyclist I bicycled more than 10,000 miles over four continents and across 

30 of these United States with the goal of biking on all seven continents and 

through all 50 states. I was on the brink of cycling becoming my fulltime job 

when CFS struck. It took ten months of testing under 19 specialists to 

diagnose.  

 

 I have had three – the only abnormal test was a tilt table test. I’ve had three 

major relapses, the last one in 2004 leaving me unable to maintain even part 

time employment. CFS has completely wiped out my ability to be a 

productive – to be productive as defined by society. It is devastating enough to 

have my body working against me with this disease. The added burden of the 

healthcare system and society working against me due to a poor understanding 

of CFS is thoroughly demoralizing and 7% action rate is incredulous.  

 

 CFS is one disease where the ones for healing is placed completely but 

inappropriately on the patient. I have provided – I have applied my 
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professional knowledge as a nurse, exercise specialist and trying to understand 

my disease and help myself however the complexities of CFS and the broken 

pathways at the cellular level have made this impossible.  

 

 Through 25 years of trial and error I now know that a limited ability to 

exercise followed by not knowing when I can get out of bed again makes 

graded exercise therapy futile. The pay study and its recommendation for 

cognitive behavioral therapy and graded exercises are an excellent example of 

misguided care for CFS.  

 

 The deficiencies and the methodology and the inaccurate reporting and results 

are becoming well known however SFI as of today I’ve learned, the UK’s 

national health service, the CDC, Mayo, Keyser have all recommended these 

therapies for CFS based on the pace study yet there is hope in contrast the 

work wilderness foundation’s two day testing protocol for disability is very 

applicable to evaluating patients with CFS.  

 

 If I have been tested with this protocol and evaluated appropriately for my 

diagnosis I would still have insurance from the Hartford. When CFS struck, 

my ordinary life ended and my dream died – dreams died. Because of my 

deep Christian faith one of whose tenants is to the extent that I could do 

anything, I could serve the lord.  

 

 I have chosen not to accept society’s definition of me as an unproductive 

member and I have found ways to serve others. I founded a nonprofit 

organization called His Wheels International that brought me to DC today that 

promotes the design and building of hand peddled tricycles. I have written two 

books and company’s seen my CFS condition while continuing to find 

meaning in my life within the limits this disease has placed upon me.  
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 I am presently in a research study under Dr. (Fred Friedberg). Thank you for 

your ear.  

 

(Gustavo Seinos): Thank you so much and thank you to all of the speakers. We are running a 

little bit behind so we’re going to go right ahead and jump into the 

(unintelligible) workgroup then you are up.  

 

((Crosstalk)) 

 

(Dane Cook): Thank you very much for having me here today. I’m the chair of the 

stakeholder workgroup. I want to emphasize right off the bat that this was a 

collaborative effort and I want to thank all of the members of the workgroup 

who contributed, gave their time and their effort and as such and I think 

appropriately so this presentation represents many voices and as a result of 

that, I’m going to do what I almost never do and read a lot of the slides 

because I do not want to misrepresent what we kind of came together as a 

workgroup to create. So I will do what I normally don’t do. I will avoid what I 

normally do and that is a lot of editorializing.  

 

 So these – this is the mission that we settled upon after many, many hours of 

deliberation and that is to investigate transparent and comprehensive models 

by which MECFS stakeholders can be effectively engaged in discussions 

regarding HHS priorities and utilize these investigations to enable the CFSAC 

to craft and submit informed recommendations to the secretary on how to 

achieve effective substantive long term engagement of stakeholders in 

MECFS research efforts at NIH.  

 

 So after a lot of discussion, we’ve decided to focus on research efforts at NIH 

for two reasons. One, the NIH asked us – came forward and asked for these 

recommendations. And secondly we began trying to do a cross agency type of 
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recommendation and that quickly became very complex and we decided we 

could do a single agency – the NIH – and then workgroups down the road 

could address medical education and clinical care.  

 

 So this is the outline of what we’ll be presenting today – the definition. These 

are very important. It t urns out there’s not a gold standard for stakeholders 

and stakeholder engagement. We’ll outline some of the reasons why 

stakeholder engagement is important, provide some guiding principles that is 

the umbrella for effective stakeholder engagement and the focus being on 

effective stakeholder engagement.  

 

 We will give two examples of engagement models that are done – the PCORI 

model – so patient centered outcomes research initiative model – and the 

National Cancer Institute mechanism and then we will have two 

recommendations for discussion.  

 

 So broadly speaking and at the patient and caregiver level stakeholders 

defined as anyone affected by an issue who may or may not be formally 

involved in decision making about the issue and so most of our discussions 

were of outpatients and caregivers but we also recognize the importance of all 

voices.  

 

 As you expand out from the patient and caregiver stakeholders we have 

anyone who might influence an organization’s ability to achieve its mission or 

who can provide input on whether the mission is achieved and then the patient 

centered outcomes research initiative. PCORI delineates between patient 

partners and stakeholder partners which I will detail in a moment and other 

groups use various terms such as research advocates and patient research 

partners.  
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 Again there’s no gold standard definition so it’s really important that any 

stakeholder engagement mechanism that gets enacted has a clear definition of 

what they mean by stakeholder and what they mean by engagement and 

operationalize what that means.  

 

 So just to kind of give more detail to the (PCORI) they differentiate between 

patient and stakeholder partners with patient partners is intended to include 

patients, those with lived experience, family members, caregivers and the 

organizations that are representative of the population of interest in a 

particular study.  

 

 Stakeholder partners may include members of constituencies based on 

professional rather than personal experience. For example these constituencies 

can include clinicians, purchasers, payers, industry, hospitals and health 

systems, policy makers and training institutions.  

 

 And then one of the workgroup members made me aware of an article that 

was online from faster cures that noted the term patient engagement is 

unevenly used and poorly defined. They found 134 terms with 191 unique 

definitions in their review of the patient engagement and public documents. 

So there is a challenge there to get a common definition.  

 

 This is not an exhaustive list but this is just to kind of emphasize that you 

want to get as many people who are interested and can contribute as possible 

at the table, increase the number of voices, bring the different perspectives. It 

allows for a more complete stakeholder engagement and allows for effective 

and active stakeholder engagement.  

 

 So it’s important to also point out that engagement is a process. So one 

definition stated that the process used by an organization or a group to engage 
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relevant stakeholders for the purpose of achieving or improving acceptable 

outcomes and again we want to emphasize that we want effective and active 

stakeholder engagement and I will detail that in a moment but if you look in 

business, if you look in the literature, if you look in other pages – disease 

conditions – there are different ways to go about having effective stakeholder 

engagement and this is what we researched most of our time was to figure out 

what exactly is the most effective way to engage stakeholders.  

 

 So this is not an exhaustive list but some of the elements of effective 

stakeholder engagement are that the stakeholders have meaningful 

involvement throughout the process. This is from the very beginning when the 

ideas are being generated. This is through creating the questions that are going 

to be asked, the outcomes that are going to be measured, the design of the 

research, the actual collecting of the data, the interpreting of that data, putting 

together patient sensitive information and then disseminating that in a 

meaningful way so that the research results can then be used by the medical 

community.  

 

 And so it’s important that everyone have a clear understanding of their roles 

and the process, that communication is opened, that trust is built through two 

way communication, not single, not one way communication, that 

partnerships are built through reciprocal relationships with consideration of 

the patient’s time and condition in mind and insuring an environment that 

allows co-learning which I’ll detail in a moment.  

 

 So passive engagement mechanisms can be effective under certain conditions 

but I think we’ve learned over the years that the MECFS patient community 

has not received them well. So we want to avoid passive engagement 

mechanisms as much as possible and turn towards active engagement, two 

way communication, involvement from the very beginning.  
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 And so if stakeholder engagement is valued, it should be an active process 

such as involvement in all phases of research and having again two way 

communication decide on the priorities for research set from the outset.  

 

 So if you look in the literature, some of the benefits of stakeholder 

engagement that are – that have been put forward are that it elevates the moral 

plane of research by showing respect to patients and vulnerable populations. It 

helps direct research towards questions that matter most to the stakeholders. It 

enhances steady design by selecting outcomes that matter to end users and by 

choosing methodologies that optimize data collection and validity and it 

listens by and getting participants excited about implementation and 

dissemination.  

 

 So having effective stakeholder engagement can really raise the level of 

MECFS research to somewhere that we haven't been yet. And one article that 

was online by (Kish) – by (Leonard Kish) – “The Blockbuster Drug of the 

Century”. If patient engagement were a drug it would be the blockbuster drug 

of the century and malpractice not to use it. So there are strong opinions about 

stakeholder engagement out there obviously.  

 

 And I think most importantly stakeholders bring unique, informed and 

experiential knowledge that will undoubtedly benefit research, education and 

clinical care. Scientists don’t have this perspective. They need to have this 

knowledge and we only can achieve that through two way communication.  

 

 Stakeholders also have a right to have a say in publicly funded research, 

education and healthcare activities and funding agencies and organizations are 

becoming more interested in public input. And so I will give you examples of 

stakeholder engagement mechanisms that are within the NIH and the FDA. 
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This is growing throughout different countries as well having stakeholders 

engage from the very beginning in research efforts and setting (unintelligible).  

 

 This also helps to build trust – having stakeholder engagement – and it allows 

to for the research to go beyond the intellectual interests of the scientists and I 

think that’s an important element that it brings.  

 

 So there are – I already named some of these but there are numerous areas of 

the research process where stakeholder engagement can be made. An 

individual can be involved in every step of the process or choose a single one 

that they’re most qualified for but we’re talking about suggesting research 

topics so the very beginning of generating ideas, prioritizing those topics, 

refining research topics, helping to conduct the research and then commenting 

on draft research results of the research they helped conduct, creating 

audience specific information, disseminating that information and then using 

that research in clinical care. This is where we can get to if we have effective 

stakeholder engagement.  

 

 So there are several guiding principles out there in the literature and in 

business and among different agencies. Our group focused on the (PCORI) 

principles because we felt they were most encompassing and really had 

elements of every other bit of the guiding principles and so there are six of 

them that I’d like to outline.  

 

 This is the backdrop – the moral kind of moral backdrop of how you establish 

stakeholder engagement – effective stakeholder engagement. First of all that 

the relationships need to be reciprocal. The roles and decision making of al 

research partners including the patient and other stakeholder partners are 

defined collaboratively and clearly stated.  
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 Partnerships need to be grown so time and contributions of patients and other 

stakeholder partners are valued and this is demonstrated in fair financial 

compensation so think about a grant that needs to be written that would 

include in its budget compensation for stakeholder engagement, reasonable 

and thoughtful requests for time commitment so having the patient and their 

particular condition in mind when you’re planning how to engage them.  

 

Our research teams that are committed to diversity across all project activities and demonstrate 

cultural competency including disability accommodations when appropriate. 

So this is how you build an effective and lasting partnership.  

 

 There should be an environment that involves co-learning. So the goal – the 

stakeholders should be educating the scientists and the scientists should be 

educating the stakeholders about their research process and then you need to 

incorporate the patient and other stakeholder partners into that process.  

 

 And then the last three are transparency, honesty and trust. So the major 

decisions are made inclusively and information is shared readily with all 

research partners. Patients, other stakeholders and researchers are committed 

to open an honest communication with one another and patient involvement 

creates buy in for future success. So this should be a vicious cycle of 

improving communication between patients and the sciences being 

(unintelligible) or any stakeholder.  

 

 So (PCORI) has a conceptual model of how to make this happen and then how 

to create this vicious cycle and I’m going to take a moment to go through it. I 

hope it’s not trying to break it down into chunks. It’s a little bit complex but 

basically they take their six foundational elements – principles of trust, 

honesty, co-learning, transparency, partnership and respect – and they break 

these foundational elements into internal and external perspectives.  
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 So the internal perspectives are that the scientists, the agencies, the 

researchers need to be aware of patient centered outcome research methods 

and they have to value the patient perspective from the get go. That type of 

buy in needs to be set at the outset and then they have to have interest in these 

methods. In other words they need to value that they will increase the 

outcomes of their research.  

 

 Then we have external foundational elements so ways for patients and 

researcher partners to interact so there has to be mechanisms for engagement 

to occur. There need to be resources to maintain that engagement and then 

there need to be policies and governance that at the very least don’t obstruct 

the engagement and at the very best help foster its prolonged life.  

 

 These foundational elements then lead to actions within research and these 

actions according to (Frank) at 20 – that should be 2015. The year 215 would 

be a very, very long time ago. Initiate and maintain partnerships between 

researchers and stakeholders, facilitate cross communication among research 

stakeholders, capture, use and optimize the patient perspective across phases 

of research, insure meaningful influence on research, train for partnering so 

there has to be a training mechanism, care and use the learning’s for these 

actions to then lead to outcomes.  

 

 And so then they wrote these – after you have these important actions there 

are outcomes that are short term or near term, intermediate and long term. In 

the near term you create a culture of patient centeredness and research so it 

becomes second nature and you have meaningful and effective partnerships 

that last.  
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 In the intermediate term you have research relevant to patients, other 

stakeholders, questions and outcomes that are meaningful to end users. You 

have use of research results in health decisions. You have increased quality 

healthcare decisions being made and you have an increase in satisfaction with 

the healthcare experiences and ultimately in the long term you want to achieve 

optimal health for MECFS patients in this case.  

 

 These outcomes importantly now then would feed back to help modify the 

types of actions you need to improve those outcomes and feedback again to 

the foundational elements to see if that needs to be modified as well. And so I 

think this is a strong conceptual model because it is active stakeholder 

engagement and it may not be perfect for any MECFS but it is a very good 

starting point I think.  

 

 So I’m just going to give a couple of examples of patient engagement at the 

NIH and the FDA just o kind of give a sense of what’s being done currently 

then we will go onto what our recommendations are.  

 

 So before I get into the specific agencies, again I want to emphasize that there 

are levels of engagement from passive like getting public comments on a 

completed document to kind of a mix of passive and active – getting request 

for information on maybe a study that is ongoing versus getting request for 

information on the design of a study. The first would be passive. The second 

would be active.  

 

 More toward the active spectrum – public listening sessions where there’s 

feedback and there’s interaction and then within the active where we want to 

get to you have structured interactions and these vary from one agency and 

within the NIH across institute and we’ll talk about that a little bit but that’s 

what we want to achieve – that active structured interaction.  
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 So the US Food and Drug Administration – the FDA – has a patient 

representative program which has an advisory committee that evaluates drug 

and (unintelligible). There’s an application process for the program 

participation by the stakeholder. The FDA provides in person and web-based 

training for the stakeholder to be involved in this program and the patient 

perhaps similar to CFSAC employees or special government employees.  

 

 They have criteria for whom can be involved in this program. They must have 

a personal experience with the disease and this is not very detailed but just to 

go over it, they have to have the ability to be objective while representing 

concerns of other patients. They need to have a willingness to communicate 

their views. They have to have a knowledge about treatment options and they 

can’t have ethical or financial conflicts so they have a set representative 

program with criteria that we could consider.  

 

 They also have the patient focused drug development meetings. We know this 

because MECFS was the first meeting of its kind in the FDA so this is 

meetings about a disease area where they have an interaction between the 

patient and the FDA. It’s designed to better understand the patient 

experiences, focusing on risk and benefits and at the end they give a summary 

report – the voice of the patient.  

 

 And then there’s a somewhat newer committee called the patient engagement 

advisory committee and this was put forward by FDA’s Center for Devices 

and Radiologic Health. They have a committee that will make 

recommendations on complex issues related to devices and then it’s intended 

to figure out how to better engage with and understand the patient’s 

perspective and so they have a very diverse group of people on this advisory 

committee.  
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 So turning to the NIH, they have their Office of Advocacy Relations so the 

NIH has a mechanism for advocates to be involved at all levels of NIH 

Research and so their office connects the right advocate to the right activity 

and so they’re looking for a certain type of advocate to help with things like 

advisory board membership, peer review panels, review educational materials, 

service on scientific steering committees, meeting with program staff and I’m 

sure that advocates can be on more than one of these range of activities.  

 

 They have a pretty high bar for membership here for advocacy and the first 

one being the highest part of the bar – more than two years of involvement in 

cancer research related activities. So they have to kind of establish themselves 

first before they can be an advocate. They have to have personal experience in 

some way, shape or form with cancer, the ability to demonstrate a collective 

patient perspective, residency in the US and fluency in English.  

 

 So this is another example different form the way the FDA approaches it and 

NCI has their stakeholder engagement mechanism. This is a quote from 

(Christopher Hatch) the program coordination and referral branch. Advocates 

are playing such an important role with their support of cancer research 

(unintelligible) insights to help insure that research advances are more quickly 

and carefully translated to the patient and public health settings.  

 

 We could strive to have a quote like that for MECFS research somewhere 

down the line to where the input of the stakeholders is elevating the research 

and then it’s translating quicker to the community.  

 

 We also have to recognize that MECFS poses a particular challenge when 

having stakeholder engagement within the NIH because of it being across 

institute disease and so several different institutes within the NIH who have 
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their own idea of what effective stakeholder engagement is are contributing to 

MECFS research so we have to keep that in mind when making 

recommendations that a hurdle will be to have a stakeholder engagement 

mechanism that is embraced across different institutes.  

 

 There is no best practice for stakeholder engagement at the NIH currently so 

there’s no centralized process and as I said, there’s lots of diversity of 

approaches among the independent institutes. The good news is though that 

there are several engagement mechanisms currently being enacted within the 

NIH so the Office of Aids Research has a very strong stakeholder engagement 

with the AIDS facing community, full interaction on strategic planning, full 

participation on community advisory boards for AIDS clinical trial groups.  

 

 If there’s a clinical trial funded for AIDS research, it has to have a patient 

representative committee involved in it then you see the other examples for 

NCI, the NINDS and NIA. So there are mechanisms that are occurring within 

NIH so our recommendation should work with those mechanisms as well and 

try to elevate them.  

 

 The federal agencies also I think value stakeholder engagement. These are just 

some quotes from the P2P kind of calling for federal partners to come together 

and have these different agencies speak to one another about MECFS research 

and healthcare that there be patient focused drug development which has 

stakeholder input to it and let educational materials and other things be 

collaboratively developed with strong stakeholder engagement.  

 

 So I think that there is a will to have this happen among the federal agencies 

and I think that the NIH is certainly open to this and obviously they came 

forward to us and asked for this so that’s where we’re going.  
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 Before we get through to the NIH recommendation, I would like to – our 

group would like to make a CFSAC specific recommendation to kind of walk 

the walk. So this is – was driven strongly by (Donna Pearson) and fully 

supported by the workgroup. So our first specific recommendation without 

delay is to improve and facilitate stakeholder engagement at meetings. 

CFSAC recommends that the following procedures be implemented related to 

public comment process.  

 

 The supplementary information in each federal register notice of meeting for 

CFSAC should identify key topics to be discussed along with an invitation to 

the public to address their comments on those topics at their discretion. So let 

me pause here.  

 

 What we would like to do is have important topics highlighted prior to the 

meeting so that the public comment and the public interaction can be informed 

about what we would like to hear from them so that we could address things 

that are important to the patients, their caregivers and other stakeholders and 

then develop mechanisms that are interactive – have that two way 

communication here at the CFSAC meeting.  

 

 So the CFSAC meeting agenda should include ample time for questions and 

discussion by committee members on each individual public comment 

whether that comment is provided in person or by phone. Public comment 

session should be scheduled based on content a possible in order that pertinent 

remarks be heard prior to committee discussion on that topic and written 

public comment by individuals who will not speak at the meeting should be 

provided to the committee members at least 48 hours in advance of the 

meeting so that they can be represented.  
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 In addition CFSAC recommends that each meeting agenda include a 

minimum of one hour for open discussion with stakeholders in the 

(unintelligible).  

 

 So this is our first specific recommendation that when we go through the 

discussion that we want to consider and discuss obviously. The second is a 

first stab that we know needs to be discussed as it is thought about and we 

hope to do that at this meeting.  

 

 So the working group recommends formation of a stakeholder advisory board 

for MECFS research at NIH which would be actively involved in strategic 

planning, identification of research priorities, design and implementation of 

research studies and progress towards medical treatments and fulfilling the 

strategic plan.  

 

 The advisory board would meet at least three times annually with the Trans 

NIH working group and/or staff before decisions are finalized. The advisory 

board must include patients and/or caregivers and expert clinicians at the 

outset and seek to expand to research and drug development constituencies in 

the median term.  

 

 This is in addition – this next part. The working group is available to make 

further recommendations by the set of requirements for patients and clinician 

members and process for selection of the board.  

 

 So the bottom line is that we landed on this idea of having a committee, an 

advisory board or whatever we ended up calling it because we felt like all the 

other stakeholder engagement mechanisms can be created by this committee. 

And so rather than say we want NIH – we want advocates to be on NIH 
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review panels or we want – we want listening sessions by the NIH, we could 

have a committee that could call for all of these types of things.  

 

 So to have this long term commitment – this is what we need – something that 

is sustainable, that is transparent and that can be engaged in all of the 

priorities that are being set for MECFS research.  

 

Dr. (Susan Levine): Thank you (Dane). Why don’t you stay up here for questions? We have 

another 15 minutes before we take our break. Does anybody have questions 

on (Dane)’s presentation or comments or additions?  

 

(Dane Cook): Is everyone confused?  

 

(Gustavo Seinos): The only – I’m sorry (Donna). Go ahead.  

 

(Donna Pearson): Go ahead.  

 

(Gustavo Seinos): The only comment I have is if you go back (Dane) to your first set of 

recommendations, your recommendations are done to the secretary.  

 

(Dane Cook): Correct.  

 

(Gustavo Seinos): I don’t have the history here. Maybe (Beth) can help me but I’m not sure if 

you guys can make excessive recommendations to the federal staff that runs 

this committee and given the fact that these are not necessarily being 

addressed to the secretary.  

 

(Dane Cook): So I think (Donna) brought this up with you and we didn’t know whether or 

not this should be a recommendation or if this is something that we could just 

make happen as part of the agenda every time.  



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 94 

 

(Gustavo Seinos): I mean I’ll share this with (Olga) (Nelson) or a CMO back in the office. I 

haven't gotten a response but the… 

 

Woman: Committee management… 

 

(Gustavo Seinos): The Committee Management Office – she’s the one that receives all of the 

committees in OASH including this one out of the 12 or 13 we have. I haven't 

gotten a response but have you seen something like this in the past even when 

you were an ex-officio (Beth) because this is basically telling us how to run 

the meeting in some respect?  

 

(Beth Collins Sharp): Well the underlying response to this sort of question was always – has 

always been in terms of my experience so the committee can make any 

recommendations that they want and that’s true. Some of the 

recommendations – it’s a good question though because some of the 

recommendations may be more or less able to be implemented depending on 

how they’re written, you know. Of those 7% for example there’s some that 

were impossible to implement so for example in the way that they were 

written.  

 

 So that’s my only advice – make any recommendation that you want but think 

about feasibility I guess.  

 

(Gustavo Seinos): Sure and just… 

 

Woman: Excuse me. Could people say their names before they make their comments, 

please?  
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(Dane Cook): This is (Dane Cook) again and with respect to (Gustavo)’s comment, I think 

we’re asking for something that’s fairly simply so we’re not asking for some 

OA to run the meeting. What we’re asking is like let’s create a mechanism 

within our agenda that allows for two way communication during the public 

comment session and in order to make that more meaningful, let’s set topics 

ahead of time and make them publicly available. I mean it’s pretty simple. It’s 

(unintelligible).  

 

(Gustavo Seinos): I see all of the recommendations you have made to the secretary and of all the 

recommendations that (Carol) mentioned earlier in her talk, this is probably 

one of the easiest that we can satisfy you guys. But the question I have is why 

– what’s the need – what is the need of having the public comments 48 hours 

before? What’s the difference between giving them to you at the meeting than 

two days before?  

 

(Donna Pearson): So this is (Donna Pearson). We have this argument every meeting. The point 

of public comment is to inform the committee before it makes its decisions 

and we’ve been given – when we walked in the door – ten public comments, 

perhaps 20 pages with no time to read them. How are we supposed to use this 

information when we’re getting ready to make a recommendation if we 

haven't had a chance to absorb it at all? That’s the simple reason.  

 

(Beth Collins Sharp): May I ask you a question?  

 

(Dane Cook): Sure.  

 

(Beth Collins Sharp): This is (Beth Collins Sharp). The recommendation for NIH… 

 

(Dane Cook): Oh, the next one.  

 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 96 

(Beth Collins Sharp): Yes, the advisory committee, advisory board – did you use the word 

advisory in terms of they give advice or did you mean it in terms of an 

advisory committee in the formal sense that the government defines it as is 

this committee is an advisory committee?  

 

(Dane Cook): Yes, that is part of what we want to discuss. We want to discuss, you know, 

what is the most effective way to do this and if we’re going to be under certain 

guidelines with a certain name that we should avoid, we want to know that.  

 

 And so that’s – the name, the specificity versus how general this is going to be 

and certainly who they meet with is all part of what we want to discuss and so 

we wanted to put out this initial recommendation because as we were going 

back and forth, we were like we should just really bring this to the floor of the 

whole committee now and say alright, with all the ex-officios here, with all 

the voting members here, how should we edit this to make an effective 

recommendation?  

 

Dr. (Susan Levine): Well could I just go a little ahead of myself? Now you see we have on the 

agenda the discussion of the May CFSAC recommendations. Who – may I see 

by a show of hands who wants to discuss that and if so, how long do you think 

that will take? (Carol) yes?  

 

(Carol Head): I think it’s… 

 

(Gustavo Seinos): State your name please (Carol).  

 

(Carol Head): I’m (Carol Head). I think it’s critically important to discuss. I think, you 

know, one of the elements of making this committee more effective overall is 

that we get out of the cycle of we submit recommendations, they’re generally 

squashed and we move on without… 
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Dr. (Susan Levine): Well I guess let me phrase it a different way. Of course but I’m trying to 

decide does anybody have some formal comments like 10 to 15 minutes 

because we want to make time to – as (Dane) said – craft and get member 

input about this recommendation before us now and also get in time for – I 

didn’t mean it that way. Of course we want to – May things are important – 

the May recommendations are important but (Carol) do you have like 10-15 

minutes worth of – I’ll put you in… 

 

(Carol Head): So now I’m confused (Susan). Let me see. Help me. So I see that we have – 

until we adjourn today at five, we have a half hour for the reviews in May to 

set recommendations, good.  

 

Dr. (Susan Levine): Right.  

 

(Carol Head): And then we have 45 minutes to discuss these recommendations. Perhaps we 

should flip the order of those two things since these are on our minds now but 

it seems to me we have time to do both today.  

 

Dr. (Susan Levine): Does everybody more or less agree by a show of hands? Who disagrees? 

Okay, who’s in favor of taking an early break like now and then – early break 

now and then let’s return say at, you know, 3:40.  

 

(Gustavo Seinos): I’ll have my timer so don’t worry. 15 minutes?  

 

Dr. (Susan Levine): Yes.  

 

(Gustavo Seinos): Okay.  

 

Dr. (Susan Levine): Maybe we’ll wait another minute for Dr. (Montoya) and… 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 98 

 

((Crosstalk)) 

 

Woman: I don’t have any change.  

 

Dr. (Susan Levine): Okay. Are we waiting for someone else? Okay. (Dane) I’m going to let 

you kind of lead a little bit with how you want to handle this. Why don’t you 

just reiterate briefly what you said earlier?  

 

(Dane Cook): Okay so… 

 

(Gustavo Seinos): And please remember to say your name for the note taker.  

 

(Dane Cook): This is (Dane Cook) beginning our discussion on the stakeholder engagement 

workgroup’s recommendations beginning with the (unintelligible) advisory 

committee specific recommendation and so just to recap for everybody in the 

room again is that we would like to create a mechanism where we have more 

effective stakeholder engagement at the in person or whatever meetings of 

CFSAC and we’re now discussing how we can make this happen since this 

doesn’t seem to be something that is specifically recommended to the 

secretary.  

 

 So exploring whether or not we can create just an agenda mechanism or 

whether or not there are other ideas on how to have this become a regular part 

of the meetings which I think many people agree should be part of the 

meeting. We just have to figure out how to make it happen.  

 

Dr. (Susan Levine): Yes, we can hear comments from other members and then maybe we can 

actually start crafting. Do we think you should craft it as an actual 

recommendation or we haven't completely decided on that?  
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(Dane Cook): It sounds like the initial answer to that is no, we should not make this an 

official recommendation but we should somehow create this as a – say it again 

(Donna). Oh yes, standard operating procedure of the committee.  

 

(Caroline Head): So and I – just to sort of build on that – I was chatting with (Beth) for a 

moment. you know, many of the underlying issues in my comments were how 

to change the SOP’s for this committee so that we are actually more effective, 

we meet more often, we actually have face to face discussions of the issues 

that matter to us when we’re all together in the room with ex-officios and 

members.  

 

 So I thoroughly applaud this and I guess the question I would give then to 

(Beth) and (Gustavo) is what’s the appropriate structure, what’s the 

appropriate language here for us to make this happen, you know, if it’s the 

will of CFSAC.  

 

(Beth Collins Sharp): (Gustavo) do you want to reply first or shall I?  

 

(Gustavo Seinos): I mean like I said earlier this is – I think this is doable and I saw (Donna) your 

email from (Nancy) back in 2014 about sharing the comments. I wasn’t aware 

of that. I wish you would have sent me that before and I would have made 

sure that you… 

 

(Donna Pearson): I wish I had known it – I wish I had known they weren't going to be provided 

in advance but they were.  

 

(Gustavo Seinos): Okay. I do know that, you know, (Nancy) came and she was teaching me how 

to do all of those thing and not everything was really conveyed – not to her 
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fault, not to mine because it’s a lot of things going on when you’re putting this 

meeting together and something is bound to go wrong at some point.  

 

 I – I mean I don’t see – I don’t see any problem with this. I just want to make 

sure that (Olga Nelson) is okay with it and that we’re not – we’re still 

following GSA structure when it comes to (unintelligible) but I don’t see this 

breaking any rules.  

 

Woman: I agree.  

 

(Donna Pearson): This is (Donna Pearson). I just wanted to add that we have basically done all 

of these things individually at the discretion of the DFO and the chair at the 

particular time so I don’t think it should be a problem if adopted as procedure.  

 

(Beth Collins Sharp): So this is (Beth Collins Sharp). In the few minutes since (Caroline) and I 

spoke I was thinking about other advisory committees and there’s no recipe 

for how they’re conducted and they can be very different though they have the 

similarities in terms of recommendations and those sorts of rules.  

 

 So and thinking back to when we first started using workgroups, that was the 

decision made within the committee. So I agree with (Gustavo) that we need 

to confirm with the committee management officer but I believe that the 

committee can make its own decisions about particularly since you’re here 

together in official capacity to talk about it. I think that’s fine. (Jose).  

 

(Jose Montoya): I would like to propose that we vote to – yes that we take these 

recommendations as they have been made by this group.  

 

Dr. (Susan Levine): Okay, I support this recommendation. Do I get a second or a third?  
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(Gary Kaplan): Second. This is (Gary) (unintelligible).  

 

Dr. (Susan Levine): Yes, go ahead (Gary).  

 

(Gary Kaplan): Yes, I just wanted to add I think that this is a major upgrade in terms of how 

we can run these meetings.  

 

 One of the first – the stakeholder portion of the meeting is a bit disconnect 

from everything else that we do and it actually is disempowering to them 

because they come with their agendas without really an ability to actively 

interact with what our agenda is and this is an opportunity to actually 

empower them to be able to be true participants in the whole process to have a 

voice in terms of what we’re doing so that we can better understand how to 

craft the proposals that mean the most to them.  

 

 I think this is an essential change in the way that we run things and I think this 

will give the stakeholders a more meaningful role in terms of these meetings 

as opposed to how we’re presently structured so an enthusiastic second to this.  

 

Dr. (Susan Levine): Yes, I thoroughly agree. Any other comments or… 

 

Man: So just a clarification question. If it’s not a recommendation and it is 

confirmed that it’s something that we can enact, we don’t need to spend the 

time word-smithing then for this particular recommendation, correct? Like we 

could make something happen because it’s not going to be a record of a 

recommendation as long as we’re, you know, following the rules.  

 

Dr. (Susan Levine): I’m just concerned if there’s a way we can publicize it in advance of the 

next webinar or in person meeting – whatever happens after this to give it a 

way of sufficiently publicizing it.  
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(Gustavo Seinos): And, you know, the first one says and we will publish the topics to be 

discussed on the federal register notice and us at HHS will need to know from 

the committee clearly what’s to be discussed.  

 

(Beth Collins Sharp): So (Dane) – this is (Beth Collins Sharp). Sorry (Debra). To (Dane)’s point 

and this is a good one about the federal register notice. There’s major 

clearance process to get things into the federal register notice so that if it’s in 

– I think in the past that we have decided that the list serve was sufficient 

notification. The meetings must by charter listed in the – must be listed in the 

federal register notice but in terms of a working mechanism if you were open 

to considering the options of the list serve for example, that might simplify 

things.  

 

(Donna Pearson): This is (Donna Pearson) again. So we had tried to get that to happen in the 

federal register this time and it didn’t happen so (Gustavo) did agree to send it 

out by list serve. That did happen.  

 

 When we had a special P2P meeting, we were able to get it in the federal 

register so I would say if we can get it in the federal register, ideally that 

would be the way to go but we could always use a list serve either to reinforce 

or to introduce (unintelligible).  

 

Woman: Okay.  

 

Woman: Just, you know, (Carol) had related to this but probably for discussion 

tomorrow. you know, the underlying jest of my comments was essentially 

let’s look at some operational ways to make this sit back more effective and 

this is one of them and I guess (Donna) has noted to me that one of the slides 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 103 

in which I enumerated other specific proposed changes for the operation of 

CFSAC somehow was omitted and was not seen.  

 

(Gustavo Seinos): And that was probably – I was going to remind you (Carol) and I forgot. I 

apologize but slide number 22 – there was a problem with it. We couldn’t 

print it. That’s why it’s not included there.  

 

Woman: It was number eleven?  

 

Woman: It’s number eleven. In any case so perhaps we’ll have a little time tomorrow to 

talk through some of the ideas about how to make this committee more 

effective. I certainly hope so. I feel it would be time well spent.  

 

 It’s about finding ways for the actual discussion when we’re here. Face to face 

would be more meaningful and interactive. So shall I (unintelligible) and 

(Gustavo) would you recommend that I wait and bring those up tomorrow?  

 

Dr. (Susan Levine): So you have a recommendation that you want to start to work on?  

 

(Dane Cook): Yes.  

 

Woman: Yes, we’ll have time to do that tomorrow so long as we can have a little time 

to do that. That would be great. Thank you.  

 

(Dane Cook): So should I move on?  

 

Dr. (Susan Levine): Go ahead and, you know, and put it out there and then we can start, you 

know… 

 

(Dane Cook): All you have to do is advance the slide. I can’t do it from here.  
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Dr. (Susan Levine): Okay, why don’t you come on up?  

 

(Dane Cook): Okay.  

 

 Okay so before we begin the discussion, our workgroup had discussions 

basically. Our concern was that we wanted – we were being too specific that 

we needed to have a more general recommendation than this for several 

reasons. One being we might be missing something that we think is important 

here so trying to get an all-inclusive list of every activity that we want.  

 

 I mean stakeholders to be involved in would be I don’t think the right 

approach to take a more general recommendation that says there should be 

effective stakeholder engagement in the research priorities at NIH for MECFS 

would be I think more palatable. It would probably be received much more 

openly.  

 

 We were also concerned that, you know, we put in too many specifics on the 

number of times they should meet – too many specifics – but we wanted this 

to be the starting point to see what other members – other committee members 

had to say about this so I’m happy to open this up for discussion.  

 

(Drew Helner): This is (Drew Helner). I’m with the VA and I’m going to take advantage of 

the fact that this is my first meeting. So is this – is this sort of activity not part 

of the CFSAC already to advise?  

 

(Dane Cook): We make recommendations to the secretary but we do not have direct 

communication to the other federal agencies other than as a committee other 

than this meeting. So we would like to have a more formal not having to go 

through the secretary but have more formal. Put it that way.  
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(Drew Helner): Well because I’ll just – my experience is with the Gulf War Research 

Advisory Committee and it’s another FACA and so I know that they often go 

through the secretary and get to the secretary by kind of soliciting information 

from all of the subsidiaries in the Department of Veterans’ Affairs so I guess 

that would have – I thought this was already part of this committee.  

 

(Dane Cook): Yes, I think what’s unique about the Gulf War Research Advisory Committee 

is that they have the direct ear of central office which dictates the research 

agenda for Gulf War illness research. We don’t have that same capacity.  

 

(Vicky Whitamoore): This s (Vicky Whitamoore). The central office being – can you explain… 

 

(Dan Cook): VA Central Office where they have their office of research and development. 

Yes, (Ardmeus) and then (Elise).  

 

(Ardmeus): Correct me if I’m wrong. I think you were envisioning this to be more than – 

much more than just advice. It’s more hands on getting engaged in planning, 

giving input on (unintelligible).  

 

(Dan Cook): Yes, we – we want to strive for all of the things in the presentation that were 

effective stakeholder engagement. however that starts, we’d like to get to that 

point and just to reemphasize, getting the committee together – whatever we 

call it in advisory board or if we borrow language from like NCI or the Office 

of AIDS Research, we want a committee that’s together that involves 

interested stakeholders that can be involved in conversations at all levels of 

MECFS research. So it would be involved in design and setting priorities and 

then ultimately making recommendations or communicating to the NIH what 

they think the most effective mechanism is for stakeholder engagement.  
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 So we think a committee has a lot – would have – that is made up of all of the 

stakeholders rather than just us – this kind of subgroup – we would be a much 

better way to interact with NIH.  

 

(Ardmeus): Alright so I like your approach. So the name advisory is kind of misleading so 

we need to probably find… 

 

Man: Is someone taking notes on this?  

 

(Ardmeus): The stakeholder engagement board – something that would describe what the 

committee’s intended to do.  

 

(Dane Cook): Can you repeat that (Ardmeus)?  

 

(Ardmeus): Stakeholder engagement board to make sure that stakeholders are actually 

engaged in the process.  

 

Dr. (Susan Levine): Yes, I was going to ask you (Beth) we used to have – if we’re going to try 

to word-smith an actual recommendation here can somebody be taking notes 

or is there like a whiteboard? What can we do or – do you want to designate 

someone on your working group?  

 

(Ardmeus): I mean I could do it. It’s just an issue I remember when last time we had a 

meeting (Rita) was doing this and everybody could see it but this is not… 

 

Woman: Can you pull up Word?  

 

(Ardmeus): This is not our computer.  

 

(Dane Cook): And how do I save it?  
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Dr. (Susan Levine): Go Head (Vicky).  

 

(Vicky Whitamoore): So I just wanted to make a comment and I will put it in favor of 

stakeholder involvement in our discussions at NIH but I just wanted to make a 

couple of comments just to so people keep this in mind.  

 

 Advisory committees are exactly that – advisory to whoever they’re set up to 

be. So for example the NINDS advisory committee is advisory to the director 

and as half the directors – the director then can take that advice or leave it. So 

I think that’s the way most committees work and so I think people will have to 

keep that in mind if when this goes into place that it is meant to be a way to 

communicate and have the conversation but people may not always get what 

they’re asking for.  

 

 And, you know, I think just to state that upfront that these kinds of committees 

give advice that is taken into consideration when decisions are made so I’ll 

just put that out on the table.  

 

 I think my preference is that we set – we would set this up at NIH in a way 

that it can be flexible and such that it’s not a FACA committee with all kinds 

of requirements and reporting regulations but, you know, I would just have to 

go back to my – the Trans NIH working group, (Francis Collins) and others to 

find out how could we actually put this into effect.  

 

 And so I think that keeping it as open and I think is at this point until we put 

this group together and really talk about how and where patients – I don’t like 

the word patients – stakeholder engagement can be most effective and can be 

implemented I think would be my suggestion at this point.  
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(Dane Cook): And so it would be helpful if then you – if the language that we craft is – if the 

committee agrees that that is the approach to take that it is sensitive to that 

that we allow a recommendation to go forward that would allow flexibility in 

how you created that but that at the same time would allow for effective 

stakeholder engagement.  

 

(Donna Pearson): The CDC put together a working group and I’m wondering if that might be an 

option to do working group then.  

 

Woman: Yes.  

 

Man: (Unintelligible).  

 

Woman: Yes, sorry. Yes. Thank you. Yes we did have a working group and we noticed 

it sort of got changed to round table and this has to do with the logistics and 

understanding of how much this could turn into a FACA kind of a thing and 

the language – people were very concerned that it would be – our group would 

be misconstrued as a FACA but not open enough and so that’s why we 

changed it to a round table meeting to just basically solicit input and I think 

that’s one of the challenges we have of trying to skirt between, you know, a 

full FACA committee which has its own headers and difficulties and an 

effective way of actually engaging the community and that’s really kind of 

what we ran into.  

 

 And so I think NIH will probably also be having to figure out the landscape 

on this but (Ardmeus) and I were just talking. If NIH gets it set up, it would be 

very helpful to us as well and, you know, that’s another area for interagency 

collaboration and, you know, it would be very, very helpful.  
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 So I think there’s all sorts of – I mean I don’t even understand – I don’t 

understand the rules. I was shocked when somebody came to me and said, you 

know, I was in trouble and… 

 

(Ardmeus): Basically any guidelines in the development in the betterment of the system 

requires following certain rules and regulations that we all have to operate 

under and all of these rules and regulations are controlled by congress.  

 

 So guideline development would require for example public input. Meetings 

should be available not just with stakeholders but with the general public, the 

media and other things. But hopefully now it will navigate through all of those 

and setup this useful engagement that we could all essentially use.  

 

(Dane Cook): (Alyssa) you had a comment. Sorry I skipped over you.  

 

(Alyssa Kauf): (Alyssa Kauf). You know, listening to all of this I really like the idea because 

in my mind one of the biggest things lacking is research and active research 

for MECFS however I wondered – like we just said – could this be made even 

broader so it’s something more than just targeting NIH but targeting many of 

these organizations in the government.  

 

(Dane Cook): So we – that’s where we started and because different agencies have different 

mechanisms and because MECFS is represented across institutes, it quickly 

spins out of control. And so we can start – I think it’s useful to start here and 

then if it works and you find a mechanism that works and it can be applied to 

other important issues then it should be but I really think that we’ll find that 

it’s – that it will get held up if we try to make it too general to other things.  
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(Alyssa Kauf): You may be right but the question is is it the same if these are such disparate 

groups with different rules. Is it going to – can you apply this later to the DA 

or CDC or whatever?  

 

(Dane Cook): Right and I don’t have the expertise to answer that question. Yes.  

 

Man: Again it’s my privilege of being very junior to the fence so I can ask questions 

like this. It would seem that while this is a good idea, the NIH is a big 

institution that has lots of history and to come up with a mechanism that 

doesn't fit in with what they already understand is not going to be successful 

but instead to somehow come to them and say “This is the goal.”, “How can 

we make it happen?” would make more sense than us crafting language and 

trying to make a recommendation as they do it.  

 

 Now the problem as I understand again being the new guy is that we can make 

a recommendation to the NIH but we have to make a recommendation to the 

secretary then you get down to the 7% problem. So I’m just – I’m voicing my 

frustration because I see it as a good idea but I can also imagine what if it 

doesn’t work. It’s just – the words we use just aren't the right words and I 

would like to have it be successful.  

 

(Dane Cook): (Drew) then (Vicky).  

 

(Drew Helner): So I was just going to offer a couple of other things. We have things called 

veteran community engagement boards in the VA and they’re not FACA’s 

and we also have patient stakeholder groups in the VA’s that have been 

somewhat standardized across 150 or so facilities but there’s still room for 

variation and how they’re implemented. And along those lines I mean is there 

local things as opposed to kind of a big national thing.  
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 And so I wonder if in this recommendation you are trying to put in place kind 

of a standard across the NIH but I wonder if there’s actually a smaller unit 

where this may be more readily applied like at a project level. A particular 

research RFA for example might have a patient – a stakeholder engagement 

committee associated with the RFA.  

 

(Dane Cook): Yes so we talked about specifically engaging the Trans NIH MECFS working 

group and (Vicky) can speak to that.  

 

(Vicky Whitamoore): Right and I think that’s a very excellent point actually which I’ve already 

stated that RFA’s will require community involvement and patient 

engagement. So in thinking about this, I think – and I was just actually making 

some notes to myself here that I think as we think about this, we will want to 

think about how those centers will utilize stakeholders within their projects 

that will be coordinated through the data management coordinating center 

across centers and how that then can feed into the bigger picture at NIH.  

 

 So I mean because we will be – there will be a steering committee that will be 

required to coordinate the activities and so we will want to think about how 

that then will coordinate with what we set up at NIH.  

 

 And just again it will just take some time I think to think through how this 

could be developed and at one point in the email exchange I did suggest that I 

think that it would be sort of echoing what you said to identify what the goals 

are and then we can figure out given those goals how can we accomplish that, 

what structure do we need, how do we best make this happen. So sort of the 

next step would be to think about what the goals would be such that we can 

then operate – I always have a problem with that word – operationalize how 

we would actually put this into effect.  

 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 112 

(Dane Cook): Yes and the big long term goal that we kind of I think decided on as a 

workgroup was to have in the most general sense stakeholder involvement in 

the research priorities for MECFS and NIH however that is best done and so 

our initial stab was like well we should have stakeholders that communicate 

with the NIH. What’s the best way to get them – bring them together in some 

group? (Gary).  

 

(Gary Kaplan): This is (Gary Kaplan). It’s already being done at NIH. The National Cancer 

Institute in one of the examples you gave me – why don’t we simply adopt 

that wording of that model as opposed to reinventing the wheel?  

 

Dr. (Susan Levine): So I’m not opposed to that at all and, you know, I’m very open to looking 

at what models would be effective and could be used. I think what you have to 

understand about NIH is that every institute operates differently and so and 

across – so our Trans NIH working group currently has members from 24 

different institutes so you have to think about essentially 24 different states 

operating with their own – in their own way. There are certain regulations but 

they each operate in their own way.  

 

 And so it’s going to have to be a way in which each of these institutes is going 

to be comfortable with this kind of an engagement and I think it’s timely. I 

think it’s necessary. We just will have to work through that and maybe the 

National Cancer Institute model will work for all of the institutes. We just 

twill have to have that discussion and figure out how to make it happen.  

 

(Dane Cook): So what would the – so I think what we’re struggling with is we’re in 

agreement in concept.  

 

Woman: Right.  
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Man: The question becomes “What’s the wording look like for the proposal that we 

would send up to the secretary with regards to this?” and you’re actually in a 

much better position than many of us here to tell us what that wording would 

look like so we have some guidance in terms of word-smithing this.  

 

(Dane Cook): So let me make one clarification. We – until maybe three weeks ago we were 

going to say this is where we’re starting and we’re going to do exactly – we’re 

going to investigate what the best wording was going to be and kind of, you 

know, kick the can down the road a little bit so that we could do a better job of 

coming with language but we got so close towards the finish line, we were 

like let’s try.  

 

 And so I think that we could at least on the back burner say maybe it’s we 

don’t make a loaded recommendation right now. Work with the Trans NIH 

UCFS workgroup. Is that the right order I’m saying that in? And come up 

with the proper language so that we don’t vote forward a recommendation that 

can’t be – that can’t be enacted. I don’t necessarily want to do that but if we 

can’t come to a consensus, that’s going to have to happen. Yes (Ted).  

 

(Ted Yanitz): (Ted Yanitz) again. I think another element is how this could scare NIH 

because this could be one of an avalanche of diseases that come in saying oh I 

want this and I want this which would all be justifiable but might be too much 

for the NIH infrastructure to handle. And so in addition to the proposal I 

would recommend us finding out why MECFS should be the disease that they 

do this with and I think that we can come up with lots of reasons. We’ve heard 

lots of reasons. We know lots of reasons but that should be part of it because 

it’s not necessarily the case that it’s going to fall on ears that understand and 

we can add that to the proposal – the rationale.  
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(Dane Cook): I would flip that around actually. They’re already getting this. They already 

have had to respond to this and all of the different engagement mechanisms 

are evidence that this has happened, right. So NCI had to respond off of the 

bids. Research had to respond. So I mean I’m less worried about scaring NIH 

than I am about… 

 

(Ted Yanitz): To be clear, I’m thinking that if I’m interested in cancer, I know what institute 

it’s going to be in.  

 

(Dane Cook): Right, okay.  

 

(Ted Yanitz): You know, TB – I know there’s one of two institutes I could go to. With this I 

could go to many, many institutes which is a little different (unintelligible) 

that might be worth… 

 

(Dane Cook): Yes, that’s definitely fair. I agree. Yes, (Beth).  

 

(Beth Collins Sharp): This is (Beth Collins Sharp). So this is a very similar question in that I – as 

you looked at all of these different models, how have many of them truly 

originated from the stakeholder side of the relationship because my experience 

is that it’s initiated by the – well the agency is the stakeholder also.  

 

 And then when I think about the word engagement, you know, then somebody 

proposes and, you know, the both have to want it. And so, you know, that’s 

my question. Do we – do we know that stakeholder groups have been 

successful or where have there been stakeholder groups that have proposed 

this and then it’s been successful because I know we have lots of examples 

going the other way.  
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(Dane Cook): Sure. Yes, I think that’s a difficult chicken in the egg question to answer. I 

mean there’s obviously been outcry from patients with all diseases from the 

very beginning and, you know, I think public agencies are sensitive to that and 

they may be the ones that originate the process but it wasn’t because of a lack 

of outcry for it. Yes (Vicky).  

 

(Vicky Whitamoore): If I can comment to that – when I – when you look across the institutes 

what you see – for example I’ll use NIAMSSS – National Institute of 

Arthritis, Muscular, Skeletal and Skin Diseases – what a lot of them tend to do 

is not set up individual disease specific groups but they’ll have a group that 

will be a consortium of friends of NIAMSS. So it’s all the patient advocates 

that come together and work sort of as an advisory group to that institute.  

 

 And I think MECFS is unique in many ways because it doesn't fit in one 

institute. It crosses many institutes and so it’s not as if there’s a natural home 

for them to fit into a group like that.  

 

 So one of the things that we’ve been talking about in the working group and 

was discussed in the federal partners meeting is establishing an interagency 

working group that would bring together all of the federal agencies to focus 

on research – research priorities – and modeling that after what we currently 

do for epilepsy which is a group like that that brings together representatives 

of all the federal agencies, the NIH institutes that have an interest in epilepsy 

research and patient advocates and patient advocate groups that sit at the table 

and talk about research priorities, research strategies.  

 

 It doesn’t – that doesn’t go as far as what you’re I think recommending and 

the working group is recommending but I think that’s one place for us to start 

and that’s something we’re already talking about putting in place. And I think 

the next step from that then would be thinking about as an offshoot of that 
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potentially could we have a stakeholders working group that would then work 

together across the interagency working group?  

 

 So I mean I’m just kind of thinking out loud here as to how we could make 

this work that would provide the engagement that you’re looking for and that 

the committee was discussing. Help advise us and work together with us in a 

really meaningful partnership and so I think getting back to how I would word 

this, I’m not sure – I think the recommendation is that we look at in the 

broadest terms always in which stakeholder engagement can be brought to the 

work of NIH in research on MECFS. That’s sort of a very broad 

recommendation but and I’m not – I don’t know if that gets at what the 

committee is – the working group was really aiming for.  

 

 So I mean in part it’s difficult because this is all a work in progress.  

 

(Dane Cook): Sure. (Drew) then (Donna) then (Jose).  

 

(Drew Helner): So getting back to the comment about, you know, define the outcome and then 

ask for a plan. I mean maybe that is basically what both of you guys are 

saying. There is increased engagement and perhaps even identify in which 

particular areas according to the model that you outlined and asked for a plan 

that will produce measurable increases in stakeholder engagement.  

 

(Dane Cook): And I think that’s what we ended up doing in I think our second call. I think 

the question was what do we want, you know, what’s the outcome that we’re 

looking for and that’s how we kind of ended up circling back to this is 

because we felt like that would get – so but this doesn't have that outcome.  

 

(Drew Helner): But the models – the models that you presented looked pretty good and had 

some pretty discrete areas in which engagement could be… 
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(Dane Cook): Right.  

 

(Drew Helner): …assessed and then maybe it’s a matter of just asking the secretary to form 

whatever sort of committee in order to see what the baseline is and then tell 

the committee how they’re going to increase that engagement.  

 

(Dane Cook): (Donna).  

 

(Donna Pearson): (Donna Pearson). I’m not sure if we’re overcomplicating this. Maybe but our 

charter – our new charter – one of the changes to our charter was specifically 

that we are supposed to – and I quote – we are supposed to be making 

recommendations on specific quote strategies to insure that input from 

MECFS patients and caregivers is incorporated into HHS policy and research. 

That is our responsibility to do.  

 

 So I think we need start – they’re looking for strategies. That’s what I took 

away from it and I think that this coming up with a panel or a group or 

whatever is one strategy and our goal is really to get stakeholder engagement 

from the beginning to the end.  

 

(Dane Cook): (Jose).  

 

(Jose Montoya): I think two diseases where patient engagement has been elevated to this level 

of involvement that has been fairly susceptible is AIDS and breast cancer and 

that model really worked well and you cited them on the – in your rationale 

about proposing a similar mechanism for this illness.  

 

 I think if you (unintelligible) it cannot think of the NIH looking at this 

differently than the good intentions for a disease that is so complex and in 
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many ways that the heat in the patients, the heat in the community would not 

be a positive. And I wonder if because for AIDS you have community 

advisory board but for AIDS sort of like community and stakeholder advisory 

board or committee advisory board would be the way to go because it’s hard 

to believe that NIH will look at this as a negative thing having to hear the 

patient’s side of the story.  

 

(Dane Cook): Right and just again to reemphasize, I think that they’re very open to it and 

(Vicky) came to us for this recommendation but because the different 

institutes value it at different levels and have different mechanisms, that I 

think is our biggest stumbling block. That is there isn't one institute where we 

can say okay, are you open to this or we could have had this discussion from 

the beginning but we couldn’t have a working group that communicated with 

all 24 of the institutes that are involved in the Trans NIH MECFS working 

group and come up with something that would satisfy them all.  

 

 So that’s why we wanted to do – at first focus it towards the working group 

within the NIH and then see if we could do – and they have to be autonomous. 

They have to be able to do their thing but then we have another group that 

communicated with them and that’s kind of what the spirit of this was and I 

see that we’re kind of beginning to spin our wheels on how to make this 

happen. (Brent).  

 

(Brent): Yes, I think this is a great idea to have this advisory group more directly 

connected to NIH. I have a question that I don’t know that anyone has an 

answer.  

 

 This could certainly inform intramural bundling of this illness at NIH which I 

think is a good thing. The question is how do you induce the researchers out in 

the community to write grants because there’s just a miniscule number 
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coming into NIH. I mean it’s – miniscule is not exaggerating. Does this 

working group need to be able to connect with people who potentially could 

do research in this field but don’t for whatever reason?  

 

 People who are researching similar illnesses, people who for instance look at 

fatigue as something that’s very important who have track records. Why don’t 

they ever apply for CFS a new grant? Not that it never happens but it’s 

extremely rare.  

 

 So this community is a small group of dedicated researchers that are 

generating, you know, at this previous conference most of the data that we 

have and, you know, we’re getting somewhere but again it’s – the money is 

going to go to a – if you have enough – one problem here is getting enough 

people to apply for grants and whereby a certain percentage will get funded.  

 

 Now if it’s 10% and you have, you know, 15 grants coming in a year, that’s 

not much but if you have 50 or 100 coming in, that’s a whole lot more. I don’t 

know what the answer to that is but that’s to me a perennial problem in this 

field.  

 

(Dane Cook): (Brent) this is exactly why I wanted to create a stakeholder engagement group 

committee board so if they decide that what you just said is something 

important then they work with the NIH or whatever their function is to make 

that happen.  

 

 And so a group of having a bunch of stakeholders at the table allows them to 

identify what is important for them, not for one person or, you know, that they 

come together and say this is the priority that we want to be, you know, this is 

the type of research we want. This is the topic we want. This is how we want 

to get more people involved. We want reviewers on NIH grants. We want – 
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they decide – the stakeholders decide which is the whole point of increasing 

effective stakeholder engagement what is important.  

 

Dr. (Susan Levine): Have we agreed to let this – to shelf this for the time being until we get 

more information or are we going to take a stab at a broad recommendation or 

not?  

 

(Dane Cook): (Drew) and then (Gary).  

 

(Drew Helner): This is (Drew). I’ll just offer one other observation from my experience with 

the Gulf War Research Advisory Committee.  

 

(Dane Cook): Sure, yes.  

 

((Crosstalk)) 

 

(Drew Helner): So the – once again that committee seems to have the authority to invite 

people like directors of institutes and stuff like that. I mean they can’t compel 

them to come but I wonder if there’s a role for asking some of your 

colleagues, you know, from the NIH to come either work with the working 

group directly or come to present to the whole committee about some of their 

ideas of how they could increase stakeholder engagement. So it’s just a 

thought. I don’t know whether that’s possible or traditional with this 

committee.  

 

(Dane Cook): I think there’s history for that. (Gary).  

 

(Gary Kaplan): So there are two things procedurally. One is the first federal recommendations 

you have in terms of restructuring our committee and the agenda portion of it. 
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I think does that require a vote on our part? If not, one’s enough. Is that a 

recommendation we should vote on and accept?  

 

(Dane Cook): It was a motion but it was never voted upon.  

 

(Gary Kaplan): And then so in restructuring the potential research recommendation, I think 

that kind of what we need is ongoing committee on our part to actively engage 

with NIH, potentially FDA and say okay, how do we – how do we come back 

to it in the next meeting and say okay, what’s the wording that everybody’s 

going to be happy with to actually get these stakeholders engaged which 

(unintelligible).  

 

 So I think that one is voting on the recommendations for changing and how 

we’re structuring our meeting. The second is my proposal – and I’ve got to 

figure out the wording – creating a committee or further empowering this 

committee to go back specifically to work with NIH and again possibly FDA 

(unintelligible). Okay, can we come up with specific wording that we can vote 

on at the next meeting because you guys have done a tremendous amount of 

work? You’ve laid an unbelievable foundation here.  

 

 It sounds like we’ve got a couple more I’s to dot and T’s to cross just to 

complete this and so rather than rush that piece of it, let’s commit to make 

sure we’re going to make that happen for the people that we represent which 

is people suffering – all of MECSF. So… 

 

Dr. (Susan Levine): We could call a motion for instance – not a recommendation – a motion to 

commit to this.  

 

(Dane Cook): Well I think – correct me if I’m wrong (Gustavo) but – (Dane Cook) – the 

workgroup just continues.  
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Dr. (Susan Levine): Oh.  

 

Man: Whether you accept the first half of what you’ve already proposed.  

 

(Dane Cook): Correct right but we can – I don’t think we have to disband. I think we can 

go… 

 

((Crosstalk)) 

 

(Gustavo Seinos): This is (Gustavo) saying the agreement was or at least the understanding from 

the work group was that you guys would then look at other agencies within 

HHS and come up with a similar recommendation. I think CDC was next.  

 

(Dane Cook): So and I don’t know if we need to vote on the first one because we’re not 

making a recommendation to the secretary so I don’t know how that works. I 

need… 

 

(Donna Pearson): (Donna Pearson). You might just want to – you might just want to make sure 

all CFSAC members agree to it. That’s all.  

 

(Dane Cook): Yes, I mean that we do need to discuss because I haven't heard any like no or 

yes or we shouldn’t do that or let’s push forward on (unintelligible).  

 

Dr. (Susan Levine): So (Dane) why don’t you reiterate the first half of what… 

 

(Dane Cook): Alright so and then I’ll get to you (Carol). So the first is we’re just – we’re 

just asking that this become standard operating procedure – the first one. Do 

we have any members or ex-officios that are opposed to that?  
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Dr. (Susan Levine): Why don’t you just make it a motion then somebody can second the 

motion and then we can go around and say whether we agree or not agree.  

 

(Dane Cook): Okay.  

 

Dr. (Susan Levine): Oh, we already have? Okay.  

 

(Dane Cook): Oh yes, so then we just have to do the agreement part?  

 

Group: Vote.  

 

Dr. (Susan Levine): All in favor, say I.  

 

Group: I.  

 

Woman: Everyone’s in favor.  

 

Man: Seven members are present and everybody’s in favor.  

 

(Dane Cook): So the second part… 

 

Dr. (Susan Levine): Yes, the motion passes and then (Dane) just reiterate in two sentences 

what you, you know, what (Vicky) and you all were talking about in terms of 

looking for a mechanism too.  

 

(Dane Cook): Yes, so myself, (Vicky Whitamoore) and several others – (Gary) – are 

proposing that we continue the workgroup to get advice from federal agencies 

on the correct wording to allow for this type of recommendation to go 

forward.  
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Dr. (Susan Levine): I second that.  

 

Woman: Clarifying question.  

 

Dr. (Susan Levine): Sure.  

 

(Dane Cook): Yes and we can discuss that part.  

 

Woman: So have we settled how we want to move forward regarding NIH first?  

 

Man: What we’re doing is telling the committee to continue to move forward and 

come back to us next meeting after having had more in detailed conversations 

with NIH, possibly other agencies for specific (unintelligible).  

 

(Dane Cook): Yes, this movement forward would be to craft a recommendation to the NIH 

for stakeholder engagement in MECFS research.  

 

Woman: Okay and then – and what other agencies are included then?  

 

(Dane Cook): At this point it would be none.  

 

Woman: Okay, terrific. That helps.  

 

(Dane Cook): That’s been seconded.  

 

Dr. (Susan Levine): Okay so let’s – well everybody’s in favor it seems like. Everybody say I 

who’s in favor.  

 

Group: I.  
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Dr. (Susan Levine): Everybody’s in favor.  

 

Man: One abstention.  

 

Man: I think it should have been more forward but I don’t want to delay. I think 

what you crafted should have been made a recommendation but please don’t 

take my comment to delay more this discussion. I think that we have 

(unintelligible).  

 

(Dane Cook): Noted.  

 

Dr. (Susan Levine): Okay now we have half an hour left. Do we want to go ahead and discuss 

the May CFSAC recommendations or do you want to say something else 

(Dane)?  

 

(Dane Cook): Just thank you to everybody for this discussion and again to the workgroup for 

all of their work they do.  

 

((Crosstalk)) 

 

Dr. (Susan Levine): Does anyone present – any of the members or anyone else present – want 

to open the discussion on the May’s recommendations?  

 

Woman: Are they – can we put them on the screen or… 

 

Dr. (Susan Levine): Sure, whatever works best for you.  

 

Woman: Yes.  

 

Dr. (Susan Levine): Yes.  
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((Crosstalk)) 

 

Dr. (Susan Levine): They’re in the binder.  

 

Man: And this is straight from the CFSAC website.  

 

(Donna Pearson): This is (Donna). So anyone who’s listening in could go to the CFSAC website 

and pull up the recommendations and they’d see exactly what we’re seeing.  

 

(Carol Head): I – this is (Carol Head) if I – may I comment?  

 

Dr. (Susan Levine): Sure.  

 

(Carol Head): Or would it be worth reading aloud since it’s not so long? No, okay, no 

reading aloud. Just the people who are listening have no – it’s difficult for 

them.  

 

 But so the recommendation number one – just the title of it – is to initiate the 

process for review of the IOM diagnostic criteria so as to occur no later than 

2019 and I think there are a couple of elements in the recommendation. One 

of them being – noting that this should occur no later in May of 2019 which is 

now a 2 1/2 years from now and we know that is the latest possible date on 

which it could happen.  

 

 And my sense of this recommendation was why not start soon so that we can 

be ready and perhaps do it sooner knowing that there’s probably, you know, a 

nine month or 12 month lead time. And my only concern about the response 

from AHRQ is that it – and I may be wrong and my interpretation of the 
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response is it just didn’t seem to address the timing issue about when we 

would start working on that. So I had that concern about it.  

 

Dr. (Susan Levine): Do you want people to comment now or at the end? Go ahead (Donna).  

 

(Donna Pearson): So I’m not sure if (Ted) had a chance to look this up but I had sent you an 

email questioning that response and wondering if AHRQ as looking to the 

Office on Women’s Health to initiate this as it was done originally or who are 

you looking to because you’re basically saying someone needs to tell you to 

do it. Someone needs to fund it.  

 

(Ted Yanitz): Yes, this is (Ted) and that’s – that’s correct. We don’t care who. They agency 

has a small budget and doesn’t take on tasks like this without – since it’s 

outside of our normal routine doesn’t take on a task like this without an 

interagency agreement of some sort and it could be from the Office on 

Women’s Health or from NIH or whatever.  

 

 We’re very willing to do that. We think it’s important but don’t have the 

resources to take it on (Denovo).  

 

Dr. (Susan Levine): Go ahead. Go ahead (Carol).  

 

(Carol Head): It’s really just a question then, not a comment. So given that this is a 

recommendation from the IOM and it’s the agency that we had thought would 

likely take it on, I don’t want to put words in your mouth (Ted) but it’s 

essentially sort of saying well I’m not sure we can take this on.  

 

 What’s the solution then? Defining the agency or the entity that would begin 

to move forward on planning for this in say the next 12 months.  
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Man: Again being the new kid on the block, isn't that what the secretary’s paid to 

do? This would be a recommendation to the secretary and the secretary 

decides whose budget to take it out of would make sense but again I’m just 

talking logic rather than and naivety rather than proposing an actual motion.  

 

(Donna Pearson): This is (Donna Pearson). So the bottom line is the secretary didn’t really 

address that recommendation at all. She was just a little light on your 

response.  

 

 So my question would be to (Gustavo) to see if he might want to take on this 

issue in the way that (Nancy Lee) originally took on the issue. My 

understanding is that she brought a lot of agencies together. They put money 

together to come up with the million dollars necessary. Perhaps that’s 

something that your group would be willing to do.  

 

Man: My supervisor’s sitting right there.  

 

Woman: And I’ve been his supervisor for what – four days now – 3 1/2? Yes, I 

remember that activity and that originated through the ex-officios and the 

agency – the ex-officio agencies then each contributed a portion and then the 

contract was written with IOM – then IOM National Academy of Science.  

 

 I think at this point in time today all I can say is we need to run it up the 

flagpole again. So IE then we need to take it to the Assistant Secretary for 

Health. (Gustavo).  

 

(Gustavo Seinos): I’m sorry. What did you say (unintelligible)?  

 

(Carol Head): As a recommendation if you want this recommendation to go forward again 

then as a committee then why don’t you do so formally and then we will – 
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(Gustavo) as CFO will put it through the system to the secretary or in this now 

under the new charter to the OASH. Does that sound reasonable to folks?  

 

((Crosstalk)) 

 

(Gustavo Seinos): And we are – excuse me. (Carol) we’re talking about the one on the screen.  

 

(Carol Head): Yes, yes. So just for clarification, the process on that isn't to – that this body 

would essentially make the recommendations that we are – we’re repeating 

the request and asking the ASH – the Assistant Secretary for Health – to come 

back to us with the specifics regarding where the funding will come from.  

 

(Gustavo Seinos): But I think the committee needs to vote as a whole in putting this forward.  

 

(Carol Head): I guess I’m proposing that as a recommendation then for a committee 

discussion and vote.  

 

Dr. (Susan Levine): Everybody in favor, say I.  

 

(Ted Yanitz): One clarification. I just – the – to review the diagnostic criteria – what does 

that mean?  

 

Dr. (Susan Levine): And is there sufficient evidence to review? Has enough happened in the 

ensuing years to make the bang worth the buck?  

 

(Donna Pearson): This is (Donna Pearson) again. We – we had (Nancy Klein) as a member of 

the committee talk to CFSAC and she said that if that contract had been 

delayed just one year, it would have made a large difference in the diagnostic 

criteria. It’s now been more than – I think it’s – that was in August of 2015 so 
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I think certainly there’s enough information there for some changes to be 

made – some very important changes to be made.  

 

(Ted Yanitz): But to be clear, the agency would come up with an evidence report but would 

not come up with new diagnostic guidelines. So you’re looking for an 

evidence report on the diagnostics.  

 

Dr. (Susan Levine): Yes, that’s a very good question.  

 

(Donna Pearson): No, we’re asking for an update to the diagnostic criteria. They themselves 

recommended that it be accomplished within five years. In their report they 

recommended that.  

 

Dr. (Susan Levine): But the first step in that is the evidence report.  

 

(Carol Head): Yes, that’s part of it and perhaps what (Ted) is getting to is that ARC does not 

make guidelines or recommendations other than research recommendations.  

 

(Ted Yanitz): The IOM, now NAM came up with the diagnostic criteria and the ARC can 

certainly update the evidence but wouldn’t be able to come up with new 

criteria because that’s outside of its charge and that’s why I just wanted to 

make sure that I understand what the vote is right now, rather the voters 

understand what the vote is.  

 

(Carol Head): So let’s see if we can define – this is (Carol Head) – the appropriate process 

given that the goal that’s recommended by the IOM was to update the IOM 

diagnostic criteria – to reexamine and update the IOM diagnostic criteria and 

my oversimplification of the steps going forward to do that.  
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 Before May – before May 2019 and I think there are many of us who believe 

that there is sufficient new evidence that we would like to see it well before 

May 2019 but the steps are to find the entity that would fund and convene this 

study – this analysis of the research and then develop the new diagnostic 

criteria which would likely include ARC but not be under the offices of ARC. 

That’s – shall I – if that’s in the right ballpark, shall I attempt to state it as a 

recommendation so that it can be voted on?  

 

Dr. (Susan Levine): Yes, go ahead.  

 

(Carol Head): We are – we are recommending that based on this recommendation I think we 

shall refer back to this in this new recommendation that the secretary denote 

which agency – from where the funding would come and under the auspices 

of what agency the work would be convened to review the research – the new 

research and develop updated diagnostic criteria. And I would go so far as to 

say before and that that occur before – well before May 2019, perhaps even 

May 2018.  

 

(Ted Yanitz): As a friendly amendment I would say agencies instead of agency because it 

may be more than one that would be involved in the evidence review and the 

development of the guideline.  

 

(Carol Head): I think that’s excellent.  

 

Dr. (Susan Levine): Did somebody write that down? (Gustavo) are you writing that down or… 

 

(Gustavo Seinos): I’m trying to. I’m trying to but I mean specific language as you just stated it 

(Carol) – no I don’t have it down. I have the secretary will find out where the 

funding will come from and which agencies will implement it.  
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Dr. (Susan Levine): To convene a body, right? You mentioned convening a body.  

 

(Carol Head): Yes, yes and make that recommendation before May 2018.  

 

(Gustavo Seinos): Say your name please.  

 

(Fred Friedberg): This is (Fred Friedberg). We have multiple definitions out there and we have 

can’t align behind various ones. I think you can say through all the fog of the 

different definitions, progress is being made but with the downside of that is if 

you have a no standard definition and it’s sort of evolving in that direction, 

you have less comparability as with all of the flaws of (Secuda) you had 

comparability.  

 

 When you have multiple definitions in play, even that issue comes into 

question. So to me multiplying definitions – the idea of based on the evidence 

we’re still talking about just people saying we think this is better to include or 

this is not – that’s consensus. That’s not evidence based. That’s not an 

empirical definition where you actually get people who are well versed on 

how to combine huge amounts of data from these patients and identify what 

are the important symptoms.  

 

 Now we have at least one or two people who are doing that and getting 

somewhere but to me let the dust settle from the IOM definition before we go 

galloping onto something new.  

 

 I think the IOM definition definitely has its merits if you just focus in on that 

symptoms that they recommend apart from the name, apart from the exclusion 

issue, I think it’s an advance but to me it’s good to be thoughtful about it since 

all we’re dealing with still is symptoms.  
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 We’re not dealing with biomarkers. This is not a matter of consensus coming 

up with a biomarker. That’s not going to happen. A biomarker is a biomarker. 

People just don’t come together and say this is it. It’s evidence based.  

 

 So my feeling is it’s premature and on some regular basis to say we’re going 

to reevaluate the evidence because it’s symptom data – nothing more than 

symptom data – and we’re already living in a very confusing time with all of 

these multiple definitions. Maybe it’ll feel good when we do something like 

this but will it advance the science? I’m not so clear that it will.  

 

(Carol Head): Can I comment? Alright. So this is addressing the diagnostic criteria only and 

I think perhaps I misunderstood (Fred) but it seemed as though much of your 

commentary was about the research criteria and those are very different 

definitions and issues and I agree with you that the IOM clinical diagnostic 

criteria was a step forward.  

 

 But when even – but we know that there has been – there have been research 

advances and when even (Nancy Klein) was who I consider an expert in this 

has said oh my goodness, we are ready to move forward, you know. My point 

being we know it takes at least a year or so lead time – perhaps 18 months 

lead time – to begin to work toward a new clinical diagnostic criteria, you 

know. I think it’s a valuable exercise to get started sooner rather than later.  

 

(Fred Friedberg): So are we talking about diagnostic criteria for clinical doctors to use and this 

is – this is not relevant to research?  

 

Dr. (Susan Levine): Well IOM we all can agree on I believe is a clinical diagnosis. I mean it’s 

supposed to be used for clinicians basically. Research – that’s up in the air I 

think.  
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 So basically what we’re trying to do here is determine whether we want to 

start at this point modifying the clinical research definition put forth by IOM. 

Is there another… 

 

(Fred Friedberg): Well if we’re – okay I understand IOM is a critical definition. I get these, you 

know, these distinctions between the two. In my mind it would be nice to have 

one definition that you loosen and you tighten depending on whether it’s 

clinical or research.  

 

 So if we mean this – I think we just have to – okay if we have to make it very 

clear this is for treating clinicians only, we’re not – we’re not putting forth a 

research definition and we’re not recommending this be used for research to 

replace anything else. It’s just for clinical reasons? Okay. I mean to me that’s 

a different – that’s a different animal altogether. I guess these whole things to 

me get very confused what is what.  

 

Dr. (Susan Levine): (Gary) go ahead.  

 

(Gary Kaplan): (Fred) I completely agree with your comments but I also think that there’s a 

huge value in convening another one of these meetings if for no other reason 

than education and PR purposes.  

 

 The PTP and the IOM engendered a huge amount of discussion within the 

clinical medical field about chronic fatigue syndrome, myalgia and 

(unintelligible) myelitis and I think to keep this on the forefront given the 

deficiencies we’ve already noted in terms of medical school education give us 

another opportunity to have a big platform to talk about this again.  

 

 At the point that we have biomarkers, game changer. Everything’s different 

and that’s obviously what we all hope for but at this point in time I think 
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keeping this in the public eye in the clinical forefront is extremely important – 

continuing to educate physicians, continuing to tell physicians that this exists 

and needs to be taken seriously. And so I think the more we can push these 

kinds of meetings, the better it’s going to be for the field as a whole.  

 

Dr. (Susan Levine): Can I ask a general question of the members and anybody else who wants 

to respond? Would you – would you suppose to use a different group other 

than the IOM group? Would you suggest a different group of clinicians and/or 

researchers than have looked at it before or the same or keep some of the same 

people?  

 

(Donna Pearson): So this is (Donna Pearson) again. As you all know, the 2003 criteria was 

created by all of the experts and then some and the federal government never 

accepted that because they wanted an evidence based diagnostic criteria. So I 

think we’re kind of stuck unless HHS changes or CDC changes its policy, 

having another consensus based or a group or a stakeholder group – I don’t 

know that that would be accepted in the same way that this IOM diagnostic 

criteria seems to be the gold standard as far as – at least as far as the CDC is 

concerned and I think as far as HHS is concerned and that’s what we’re 

looking for.  

 

Dr. (Susan Levine): Go ahead (Beth).  

 

(Beth Collins Sharp): I mean I think the importance of the IOM report can’t be overemphasized. 

It has made a big difference I think and we need to capitalize on that and keep 

on moving forward.  

 

 I am not sure that another IOM report right now is the most important thing to 

capitalize and move it forward. I also agree that whatever we can do to have 
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another big event to move this deal forward is important. I’m just questioning 

whether we want to change.  

 

 Now one of the things about changing diagnostic criteria is if it’s changed 

then you have – you’re telling clinicians – you end up with mixed messages, 

you know. If they hear one CME and it says this way and another one that 

says this way and, you know, you end up with very confusing messages not 

that it should, you know, sometimes you should be doing that but that’s just 

another up and down and not to mention also the confusion over the name and 

CDC is using MECSF at this point for lack of a better option but anyway 

that’s just – that’s just something else to consider.  

 

Dr. (Susan Levine): Can I just make one quick comment? Ten more minutes until the end of 

this meeting. Any other – do you guys want to start on or open up discussion 

on any other previous recommendations or should we finish our discussion on 

this one?  

 

(Dane Cook): We should definitely finish our discussion on this one.  

 

Dr. (Susan Levine): Okay.  

 

(Dane Cook): It’s important that we get some closure.  

 

Dr. (Susan Levine): Fine, okay.  

 

(Dane Cook): I do have a question for (Carol) and the others. This is (Dane Cook). Are we 

recommending that we’re just upping the time of the current recommendation 

or are you asking for something else because our committee has changed in 

the way that we make recommendations is through workgroups and now 

we’re getting a recommendation from just sitting here in 15 minutes of 
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discussion and I’m afraid that we’re not thinking through this on what we 

actually want.  

 

 I’m all for having what the IOM report wanted which was a reexamination of 

the evidence to see how well they did and so if new evidence comes through 

and then it’s still supportive of the diagnostic criteria that the IOM thought 

was important, that’s great. If it starts to refute it, that’s also great. We’ve 

learned something. So are you just asking to up the – to initiate the process 

sooner or are you asking for something different?  

 

(Carol Head): I think the more we discuss this, the more pieces are included there. So let me 

do my best to answer that. I do think moving it forward a year as our target is 

worthy but probably because, you know, as it’s been noted to continue to have 

sort of events in the life of the science and forward movement of MECFS is 

very important.  

 

 And clearly there’s a big question about under what offices this would be 

done and who would fund it and I had not actually imagined it would be the 

IOM again although I think what we’re asking is for the secretary of HHS to 

figure out how it would be done and how it would be funded and perhaps it is 

a new IOM group and someone had asked should it be exactly the same 

people. I think the answer’s probably no. I think, you know, there are certainly 

very capable people on that who bring experience who would likely be 

interested in continuing but I think also fresh thinking is useful.  

 

 So let me complicate it further and just add one other question. Because this is 

about the clinical diagnostic criteria, might this be a time to do a treatment 

review to look at what’s happening in the field, you know, the clinical 

diagnostic criteria – by the time, you know, this group convenes will have 

been in existence for – well it’s already been in existence two years already 



NWX-OS-OPHS-OEP-OER 
Moderator: Syreeta Evans 

1-12-17/4:21 pm CT 
Confirmation # 1712119 

Page 138 

since the IOM published so by the time this group convenes it’s probably 

three years and I think it would be very interesting to do a treatment review – 

what’s actually happening out in the field.  

 

 Are coalitions using the IOM diagnostic criteria? I fear we know the answer 

and that may be very helpful guys on what the new clinical diagnostic criteria 

may be.  

 

Dr. (Susan Levine): Any other comments? (Ted)?  

 

(Ted Yanitz): The IOM made a report to HHS and I, you know, the fact is even me with my 

neo fight status, I don’t think you’re going to get the secretary of HHS making 

a decision next week and that means you’re not going to get the secretary to 

make the decisions the next week and it’s going to be a while and I support 

the concept that within five years we should relook at it but I think if we just 

remind the secretary – whoever that person is – that there is this deadline and 

that sooner might be better would be good. But I think that May 2018 is 

incredibly aggressive since we don’t even know when the secretary will start.  

 

(Carol Head): Then I don’t know. Are you – are you next? I would reiterate my comments. 

You’re absolutely right, we don’t know who the secretary will be and it will 

take whomever it is to get a while to get their feet on the ground, name it and 

at the same time I go back to the point this is a dire situation. So if May 2018 

is aggressive, great all in. People are shocked. And it is in keeping with the 

IOM who said do it before May 29th.  

 

(Donna Pearson): This is (Donna). Can we just not resubmit this recommendation or make it – 

explain that we did not really get an answer to that – to the recommendation?  
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(Gustavo Seinos): You can resubmit the recommendation or re-edit it to read the last line says 

May 2018 instead of May 2019.  

 

Dr. (Susan Levine): And ask me for clarification on how it would be funded and under what 

offices.  

 

(Gustavo Seinos): (Unintelligible).  

 

Dr. (Susan Levine): What I want to know, do we vote on this or what do we do?  

 

(Gustavo Seinos): That’s the question since this is already a recommendation that passed.  

 

Dr. (Susan Levine): So we’re modifying it slightly, right?  

 

(Carol Head): I mean I think it’s a new recommendation that would need my vote.  

 

Dr. (Susan Levine): Right, sure. I mean I’m game for that. I just didn’t know what the 

procedure is.  

 

(Gustavo Seinos): You really – what you really want is to clarify this recommendation. You’re 

asking the secretary who’s going to pay for this, which agencies are going to 

take the lead and we would like this done before May 18th.  

 

(Carol Head): So ARC says they’re willing to do it. They just need help paying for it. That’s 

how I interpret the response. Is that correct (Ted)?  

 

(Ted Yanitz): What we’re willing to do the… 

 

(Gustavo Seinos): Turn on your microphone, (Ted).  
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(Ted Yanitz): We’re willing to do the literature review but I can’t – we can’t do the 

diagnostic criteria so there would be a separate group that has to be formed 

and ready to accept the handoff of the literature review in order to do the 

diagnostic criteria.  

 

Dr. (Susan Levine): Go ahead (Dane).  

 

(Dane Cook): (Dane Cook). (Ted) but you could in that literature review mention whether or 

not the evidence is supportive, correct? You can interpret the evidence in the 

literature review.  

 

 So you wouldn’t be totally hands off saying the diagnostic criteria are good or 

bad. You would have evidence in support or not in support of the current – the 

IOM reported diagnostic criteria.  

 

(Ted Yanitz): I believe so and I mean the reason I hesitate is that there’s usually a statement 

of the quality of the evidence, the strength of the evidence as opposed to that’s 

editorializing one step further than I feel comfortable agreeing to… 

 

(Dane Cook): Okay.  

 

(Ted Yanitz): But a statement is the strength of the evidence.  

 

(Donna Pearson): (Donna Pearson) again. I just wanted to clarify. I mean we’re not looking at a 

whole lot of new things. Our goal really is to move some of the things that did 

not have enough evidence before up into the core diagnostic criteria, 

particularly the (unintelligible) dysfunction thing which is not a part of the 

core criteria at the current moment.  
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(Dane Cook): Yes. (Vicky) at NIH are we doing consensus conferences? So what’s been 

replaced? I mean either a mechanism within NIH to do this – is PSP – that the 

way to do it again or… 

 

(Vicky Whitamoore): So the P2P has moved entirely to doing workshops looking at prevention. 

So it really wouldn’t work for a consensus like this.  

 

 I mean typically now it’s my sense that these kinds of consensus conferences 

are being funded by patient advocacy groups or professional groups. My 

previous experience with tuberculosis – that was always funded by that 

organization, the same with epilepsy by either the advocacy group or a 

professional group or like the AAM. So, you know, those kinds of consensus 

conferences are not being funded at NIH.  

 

(Dane Cook): Is there anything comparable to what’s being – to what we’re looking for? 

Nothing at NIH?  

 

(Carol Head): No.  

 

(Dane Cook): Okay.  

 

(Carol Head): Let me just comment that I am – one fact I am absolutely clear on is that there 

are no patient advocacy groups in MECFS who have the funds to do this – 

none. I believe – well I’m sure that we are the largest to do research and 

advocacy and we do not have the funds.  

 

(Vicky Whitamoore): I was just commenting that that’s typically how they’re being done. That 

was my comment.  
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(Carol Head): No (Vicky) I do understand. I just want – I just think it’s important that this is 

yet another way in which our disease is very different from other diseases that 

there really are no strong patient advocacy groups, period.  

 

(Vicky Whitamoore): And I think this discussion about treatment of this illness is really crucial 

for us to get our – come up with how to approach this because an AHRQ 

review of the literature is not the answer because there’s not enough published 

literature and the recommendations that we have we are from expert opinion. 

Now that’s all the field has at this point. We have to find some way to curate 

that or vet it, publish it and at the level that it’s at, you know. It is what it is 

and I – the primer is a good start.  

 

 (Alberta) in Canada has a good start and they would be great if they were in 

the literature – published, graded, you know, peer reviewed, you know, how 

to move that forward. I think the committee should think about how to do that 

– just straight out gather the expert opinion, get it vetted, stamped, it’s at the 

level of expert opinion and then it’s available.  

 

Dr. (Susan Levine): Okay, any other comments? We might find time if people want to 

continue this discussion if there’s a little time tomorrow but we have a pretty 

full day.  

 

(Carol Head): Are you proposing that – I think one way or the other we should resolve this 

whether it’s today or tomorrow. That’s my only – yes.  

 

Dr. (Susan Levine): Yes.  

 

(Carol Head): This is (Carol Head).  
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Dr. (Susan Levine): Do you want to end right now (Gustavo) or you want to go five more 

minutes or what do you think – ten more minutes?  

 

(Gustavo Seinos): We can go ten more minutes and put our claws into this. I think my 

understanding was as of five minutes ago that we – that you guys were going 

to vote on this asking the secretary everything that I mentioned – where’s the 

money coming from and who’s going to implement it and before 2018, May.  

 

 So I will call in a motion to vote to refine this recommendation to include this 

– change the date to 2018, May.  

 

Dr. (Susan Levine): Okay, Dr. (Montoya) seconds. I second. I third. Who else?  

 

(Donna Pearson): So will we see what you – I assume you’re going to write that in. Usually we 

look at the wording and then we approve the actual recommendation as 

written which I’m fine with the informal way but that has never been done 

that way so I just want to be clear.  

 

(Gustavo Seinos): I – let me – I’m trying to think back to the main meeting in which 

recommendations were drawn. Remind you that I was brand new. It was my 

first weekend at the Office on Women’s Health. They were voted upon and 

then I don’t remember if (Nancy) shared them with the committee.  

 

(Donna Pearson): No. We actually created them at the meeting. It’s a very time consuming 

process and I have no problem with it not being done that way. I just want to 

make sure that we all see the wording before we vote for it.  

 

Dr. (Susan Levine): I think this is a little different because we don’t have it emanating from 

one working group. It said revision of a previous recommendation so but I’m 

not sure. Maybe (Gustavo) do you mind… 
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(Gustavo Seinos): What I could do is draft something and draft something after the meeting to 

share with all of the members.  

 

(Beth Collins Sharp): That’s nice but we wouldn’t – we should not be drafting these. The 

government should not be drafting these. You should be drafting these.  

 

(Gustavo Seinos): That’s true. That is true (Beth).  

 

(Beth Collins Sharp): So and I think your point is well taken that words are important. So I 

would – pardon the word – recommend that you write this up so that everyone 

can see it perhaps first thing in the morning.  

 

Dr. (Susan Levine): We used to have (Steve Crabchek) doing this job – the lawyer.  

 

(Donna Pearson): Okay so I’ll volunteer… 

 

Dr. (Susan Levine): Thanks (Donna).  

 

(Donna Pearson): …to try to do the – (Gustavo) will just give me his notes.  

 

(Gustavo Seinos): They’re (unintelligible) but I will give them to you.  

 

Dr. (Susan Levine): Okay.  

 

(Gustavo Seinos): So we’ll vote. The understanding is (Donna) will draft something tomorrow.  

 

Dr. (Susan Levine): (Donna) will draft something tomorrow with (Gustavo)’s help and then 

we’ll vote in the morning.  
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(Gustavo Seinos): Are we closing? I just have a… 

 

Dr. (Susan Levine): Go ahead (Gustavo). Make (unintelligible).  

 

(Gustavo Seinos): They told us not to leave – you can leave your materials here but nothing on 

the floor and please take your bottles and cups and just leave your papers and 

binders. Do you want to quickly go over what’s going on tomorrow?  

 

Dr. (Susan Levine): Sure. Well as everybody can see from tomorrow’s agenda, we’re going to 

have some further agency updates. Certainly we’ll finish this discussion of not 

only reviewing this last recommendation from May and voting on it but if 

there’s time, we can review some other recommendations. Maybe you can 

think about what other recommendations from May (Carol) and (Donna) we 

can – if you guys want to review one or two other key recommendations from 

May. If we have time, we can certainly do that as well in addition to what, you 

know, word-smithing this one.  

 

 And, you know, we have a full day obviously. We’re going to have Dr. 

(Newton) her committee and a recommendation, right – at least one 

recommendation from (Faith Newton)’s committee and it doesn't look like 

we’re going to discuss future workgroups because we will probably be 

continuing the ones we have at the moment. Okay, thank you everyone. See 

you tomorrow.  

 

(Gustavo Seinos): And please keep your receipts if you go back to the hotel and so you can 

submit them to Syreeta.  

 

Coordinator: And that does conclude today’s conference. We thank you for your 

participation and at this time you may disconnect your lines.  
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END 


