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1:05 

Olivia Ray-Owner 

8)))) 
5 People > 

Text Message 
Thu, Sep 17, 10:00 AM 

Hey ladies .. .. please let me know status 
of dana/jen valo/jill/becca and when 
they are able to start QC'ing. 

And what william said about houston. 

AND .... what jen vasilio said about pt 
safety 

Last thing .... even tho we are canceling 
Saturday cl inics, please urge both sites 
to still come in so we can try and have 
everything cleaned up sooner rather 
than later. Pretend the FDA will be 
walking in Monday morning. If not 
tomorrow. 

We can have bfast and lunch available, 
etc. 
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< 49)))) 
5 People > 

Olivia Ray-Owner 

Who has been doing less than 30? 
Same ppl? Everyone? And can we get 
the specific items in source that aren't 
matching? 

Also .. .fuller and koch. How did they 
react? 

I think we can all certainly dive into 
QCing, but I would like us to create a 
solid monitoring plan, but this is going 
to require a bit of thought. I'd like to 
work on this with as a team; Marnie, 
William, Kandy, etc. 

I don't think it is as simple as pulling a 
chart and looking for missing check 
boxes or missing initial in a header/ 
footer which I have been seeing a lot of 
when I have QC'd the QC'er. 

We need to be able to reconcile time of 
IP prep and admin, for example. This 
cannot be done by everyone that is 
QC'ing to ensure we do maintain the 
blind. This is one reason I think we need 
to carefully consider what it is we are 
looking at especially if we are 
approaching this from the perspective 
of an FDA auditor, which 1100% think we 
should be. 

I also do not know what Dr. F and Dr. K 
think. I would have liked the opportunity 
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8)))) 
5 People > 

I di~ U IIUl K.IIUW Wlldl UJ. r dllU UJ." 

think. I would have liked the opportunity 
to discuss this with them individually 
and I still would. I have spent the last 
hour talking to my staff, ensuring the 
pause in enrollment is not a BAD thing, 
trying to calm everyone down. As soon 
as our call ended, the word was out and 
rumors started like wildfire. 

Olivia Ray-Owner 

Can you check to see if Marnie has 
gotten to fuller yet? If not, whoever can 
get to him right away, should do so. We 
have a little more t ime with koch since 
he's not onsite today and seem to 
almost suggest it. 

Mercedes Livingston-Chief Operating Officer 

Brook- do you want me to call Koch? I 
don't mind. 

Kristi Raney 

Liked " I think we can all certainly dive 
into QCing, but I would like us to create 
a solid monitoring plan, but this is going 
to require a bit of thought. I'd like to 
work on this with as a team; Marnie, 
William, Kandy, etc. 

I don't think it is as simple as pulling a 
chart and looking for missing check 
boxes or missing initial in a header/ 
footer which I have been seeing a lot of 
when I have QC'd the QC'er. 
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5 People > 

footer which I have been seeing a lot of 
when I have QC'd the QC'er. 

We need to be able to reconcile time of 
IP prep and admin, for example. This 
cannot be done by everyone that is 
QC'ing to ensure we do maintain the 
blind. This is one reason I think we need 
to carefully consider what it is we are 
looking at especially if we are 
approaching this from the perspective 
of an FDA auditor, which 1100% think we 
should be. " 

I agree with all said here 

I think that was Brook 

And everything said is exactly right. 
Exactly how we need to be thinking 
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Ofivia Ray-Owner 

Kristi, are you ok with that? If so, I'll have 
chrystal change the tune 

Mercedes Livingston-Chief Operating Officer 

I don't see a problem with what we have 
said. If pts question that, we just say 
there is a lot of interest in this trial which 
is fantastic and it's just taking time to 
have supplies sent to us. 

Kristi Raney 

Wait. Who said anything about running 
out of supplies?? 

Olivia Ray-Owner 

If arturo questions us on why we are 
stopping enrollment: 

[9/17, 10:27 AM] Kristi Raney: So I feel 
like we need to say we met our 
committed number and with the V2 and 
v3 on top 
Of each other, we are at a good place 
with our resources to support what we 
have. 
[9/17, 10:27 AM] Kristi Raney: And make 
it like it's no big deal 
[9/17, 10:28 AM] Kristi Raney: I wouldn't 
say one negative thing. I would keep it 
that we are in a perfect place. We are 
being responsible by considering we 
have a certain bandwidth and these 
visits on top each other has hit our 
bandwidth. And we want to maintain the 
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5 People > 

' FiealfFiy place we are in 

Kristi Raney 

I didn't see that text 

We need to have one consistent 
message. And it's what Olivia just 
attached 

Same message for patients. 

That out site is no longer enrolling be we 
met our company capacity 

And that if we are able to add a few 
mote in next week, we will 

Olivia Ray-Owner 

So don't reschedule them to after the 
28th? 

Kristi Raney 

We can tell them we will put them on the 
schedule for that date but will call to 
confirm (if we are able to enroll more) 

Olivia Ray-Owner 

Got it 

Im telling chrystal 
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have corrective actions and indings 
that come from our internal QC? maybe, 
probably, yes, but Ventavia should be 
proud of the efforts/teamwork and let's 
focus on more training, putting more 
thorough policies and procedures in 
place, and get ready for Novavax and 
other studies in our pipeline! 

Olivia Ray-Owner 

Yes, I'm good with that 

Marnie Fisher (personal cell) - Director Of Operations 

All, this is Marnie and my personal 
phone so I'm just catching up- not sure 
who all is on this but agree that we need 
to get on the same page as to what we 
need to QC and what actions we need 
to take right now, since we're in a time 
crunch for clean-up. I think it would be 
good to come up with a list of the major 
findings and then decide a consistent 
action plan for each time and then we 
get moving on it. 

I'm waiting to talk to Dr Fuller yes 

Dr Fuller is aware 

Kristi Raney 

Want me to send an email to Ventavia 
about the pause or does someone else 
want to take that? 

I don't care ... l know we are all 
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I don't care ... l know we are all 
scrambling a bit. 

Mer or Marnie ... it can come from one of 
y'all or I can send 

Thu, Sep 17, 1:16 PM 

Mercedes Livingston-Chief Operating Officer 

Marnie/Kandy/Brook- I just updated Visit 
2 source and emailed it out based off a 
clarification letter that came out this 
morning. Please make sure your sites 
are using it starting now. 

Lovica "Kandy" Downs (personal cell) - Regional Director 

Hey Kristi 
So word of mouth beat us all for getting 
the word to sites. 
But I need approval for Houston hault. 

Mercedes 
Ok about source 

Kristi Raney 

You said they didn't need to be put on 
hold? What happened? 

Lovica "Kandy" Downs (personal cell) - Regional Director 

Talked with William. And his 
has.concerns. and feels would be good. 

Sorry just talked this out. 

Arlington handled this morning with 
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Arlington handled this morning with 
send email 

Olivia Ray-Owner 

What concerns? 

Marnie Fisher (personal cell) - Director Of Operations 

William will directly message you all 
right now. 

Actually he's going to call Mercedes for 
ease. 

Olivia Ray-Owner 

Can someone send William's cell? 

Marnie Fisher (personal cell) - Director Of Operations 

972- 977-7856 

Olivia Ray-Owner 

Kandy: please have HOU cancel 
tomorrow and beyond. Reschedule 
28th and after. Have christine talk to Dr. 
Tran: we are pausing be we are at 
capacity and don't want to overdue it. 
Plus, arturo coming out next week, so 
want to get everything QC'd before his 
visit. I will resend texts from earlier 
about handling the pts. 

That out site is no longer enrolling be we 
met our company capacity 

And that if we are able to add a few 
mote in next week, we will 
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That out site is no longer enrolling be we 
met our company capacity 

And that if we are able to add a few 
mote in next week, we will 

We can tell them we will put them on the 
schedule for that date but will call to 
confirm (if we are able to enroll more) 

If arturo questions us on why we are 
stopping enrollment: 

[9/17, 10:27 AM] Kristi Raney: So I feel 
like we need to say we met our 
committed number and with the V2 and 
v3 on top 
Of each other, we are at a good place 
with our resources to support what we 
have. 
[9/17, 10:27 AM] Kristi Raney: And make 
it like it's no big deal 
[9/17, 10:28 AM] Kristi Raney: I wouldn't 
say one negative thing. I would keep it 
that we are in a perfect place. We are 
being responsible by considering we 
have a certain bandwidth and these 
visits on top each other has hit our 
bandwidth. And we want to maintain the 
healthy place we are in 

... -;- t• ], 

2:19 PM 

2:19 PM 

Lovica "Kandy" Downs (personal cell) - Regional Director 

Will do right now 

Olivia Ray-Owner 
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Mercedes Livingston-Chief Operating Officer 

Marnie- have you confirmed Jennifer 
will be in FW tomorrow to QC? 

Olivia Ray-Owner 

Their 

Lovica "Kandy" Downs (personal cell) - Regional Director 

In office 

On office 

Olivia Ray-Owner 

Yes, but all charts need to be QC'd after 
each station 

Kristi Raney 

Don't cancel anyone on their way ... that 
might piss then off and they can call the 
news, etc 

Mercedes Livingston-Chief Operating Officer 

Yes, I meant if they were scheduled far 
enough out cancel but if they are there 
then see them. 

Lovica "Kandy" Downs (personal cell) - Regional Director 

Not cancelling. All there being seen 

Marnie Fisher (personal cell) - Director Of Operations 

Jennifer Valo is out tomorrow but wil I 
start QCing first thing Monday 
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WILLIAM JONES: Repeated system failures. And so those things that we needed to have in 
place, or establish different systems.  

MARNIE: Do you mind to [INDISCERNIBLE] I’m sorry, just because I don’t want us to all be 
here so late. It’s 6:00.  

WILLIAM JONES: Oh yeah.  

MARNIE: Because I want this discussion. That’s what I’m saying. But, maybe I can explain it a 
little bit differently. I guess, so now the concern is, I assumed the photos were on your work 
phone. But then it dawned on me, I don’t think you had it. But then I guess that – now we’re 
looking at maybe a breach of confidentiality, if that’s got, if that has sponsor information on 
those photos. You’ve deleted the photos. Had they gone anywhere else – 

BROOK JACKSON: I haven’t showed –  

MARNIE: Have you sent them to anyone besides me? 

BROOK JACKSON: No, I have not.  

MARNIE: Okay. Next question is, anyway, so, I guess let me explain. So we’ll figure out the 
unblinded piece. We’ve got two on the unblinded log. I think – I feel like I’m okay because I – 

WILLIAM JONES: Can you catch me up real quick? Because since I’m being looped in real 
quick. There were pictures? There were –  

MARNIE: Yeah, sorry. You probably didn’t – 

WILLIAM JONES: Right. Uh huh.  

MARNIE: [INDISCERNIBLE] didn’t tell you all this. 

WILLIAM JONES: I’m [INDISCERNIBLE] about the presentation and stuff, and making sure 
everybody gets [INDISCERNIBLE].  

MARNIE: Right, so, Brook walked up into the – was here late, and went into the lab. We call it 
the lab, where they store the drug and mix it.  

WILLIAM JONES: Okay.  

MARNIE: She found an open tote that had all of the blinded drug exposed – the boxes were in 
this carton and it has information on there. No, I didn’t look closely at the photos. I saw the 
photos, like when she showed me on her phone, like from a distance. I saw that yes, it was 
obvious, there were tons of boxes in there. And obviously it had information on it. But then she 
also showed me, which is a concern, and we’re gonna address, is there were exposed, used 
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needles that were thrown into the biohazard bags, versus the sharps containers. And so that’s 
why we’re trying to figure out the unblinded issue, how to handle like me –  

BROOK JACKSON:  I didn’t even look at that piece. I –  

MARNIE: What’s that? The details?  

BROOK JACKSON: Right, right. I didn’t…  

MARNIE: And that’s okay. Like I said, and I didn’t even look –  

BROOK JACKSON:  But to question –  

MARNIE:  You sent me the photos and I didn’t look at them.  

BROOK JACKSON: But to question my intent of taking the pictures is offensive.  

MARNIE: No, it’s not –  

BROOK JACKSON: It is to me.  

MARNIE: No, well let me tell you why. I mean, I don’t want to speak for you, I don’t want to 
just assume that my assumption – because I’m thinking you’re trying to have proof. You’ve got 
proof, and so if we do a write up –  

BROOK JACKSON: Right.  

MARNIE: But I guess that’s where I’m confused.  

BROOK JACKSON: No! I mean, I wouldn’t –  

MARNIE: We’ve got proof to show, “Hey, you know, look, we found this.” 

BROOK JACKSON: Right, right. 

MARNIE: And so there’s no – that was my – but I didn’t want to assume that. Is that right? I 
mean, it’s – because, and the reason I ask is because I know you didn’t want to give them a 
written warning for it. But then, I guess, why did we have pictures of it? If you didn’t want to do 
a warning? You know, a write up for them? That’s what I’m trying to – me personally – I’m 
trying to understand. My thinking was, is because we’re gonna be counseling them –  

BROOK JACKSON: Because the event hadn’t even happened yet. 

MARNIE: Which event? The –  
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BROOK JACKSON: The situation with Candy. I took the pictures days before that happened. 

MARNIE: Oh, I see what you’re saying. With the intention – hold on – with the intention to 
write them up, right? At that time? 

BROOK JACKSON: I didn’t know who did it, Marnie!  

MARNIE: Okay. Okay –  

BROOK JACKSON: This was a Thursday night!  

MARNIE: Let me ask you this. To write up anyone that had left them out, is that –  

BROOK JACKSON: No! Not necessarily. I mean, not necessarily. I took the pictures to show 
that this is what I found.  

MARNIE: It’s a prop.  

BROOK JACKSON: Period.  

MARNIE: Okay. Okay, it’s okay – I’m not –  

BROOK JACKSON: It’s not okay. It’s not o-kay! 

MARNIE: I’m trying to explain to you, Brook, it’s – and you know how, with management, I 
can’t just assume – I need to hear from you so I can address it and we can move forward.  

BROOK JACKSON: Any concern that I’ve had, I’ve shared with you. I’ve taken it to you. I’ve 
looped in our leaders. And I’m just –  

MARNIE: Well, and I hate it, I feel like… 

BROOK JACKSON: No, I think that you’re part of it, to be honest, Marnie. Because if you 
guys do not grasp the severity of what we’re doing, then you’re part of it.  

MARNIE: No, we do grasp severity. I mean – 

BROOK JACKSON: So why are you – why am I continually questioned about why I’m the one 
saying this?  

MARNIE: No, no, no, that’s not what we’re questioning. I’m saying of all the – 

[00:05:00] 
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again, and maybe I’m not explaining myself well – is to me, like, and I saw your email where 
you listed up something, right, and that’s fine.  
BROOK JACKSON: Which email are you talking about?  

MARNIE: When you listed out the concerns that you’re saying. You told me you sent that to 
me, like listing – because I asked you, “List out the items that you’re talking about that are 
warning letter.” Like, but I mean specifically, like, “We’ve got, say for example, there’s four 
patients that had lab samples missing. Here’s where I found this. This is where I recognize that 
this occurred –  

WILLIAM JONES: You want an itemized list. 

MARNIE: I want to see like, truly, like proof of it. Not that I’m not believing you, but I need to 
see it and see what are we doing next. And I guess that’s the next question, is, and this is part of 
where I guess the confusion is of not – you’re telling it, but what are we doing to fix it? When 
you’re recognizing it – because at your level you should be able to see it, and I know you can, 
because I’ve heard from you.  

BROOK JACKSON: Marnie, Marnie, since I started here, with you, and William, you’ve been 
witness to this, I’ve given you face to face, in the email, I’ve copied you, I’ve let Mercedes know 
–  

MARNIE: You’ve given me specific patient information. 

BROOK JACKSON: Listen, it’s not just patients that create concerns for –  

MARNIE: I know, I know.  

BROOK JACKSON: Okay? So, when we have written documented procedures, that we’re not 
following as a company, it’s as big a concern as any of the others that I’ve brought to your 
attention.  

MARNIE: I know. But again, you can say that, but I need specific information. 

BROOK JACKSON: I’ve given – I’m going – 

MARNIE: You haven’t!  

BROOK JACKSON: Marnie, I have given you – 

MARNIE: You haven’t given me a specific SOP that we’re not following. Now COVID, you 
said the COVID – but again, you’re telling me the entire document. Like when you say “COVID 
plan” I mean, which part of it are you concerned about? Are you saying –  
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BROOK JACKSON: I’ve told you that too. Like we’re supposed to be wearing these with this 
on top. It’s supposed to be documented three times a day that we’re doing these –  
 
MARNIE: Okay, yes, you did. And I remember this.  
 
BROOK JACKSON: Okay, so this is why I’m so confused!  
 
MARNIE: Okay, okay. But, what have you done now? Once you’ve identified it, what have you 
done? Are you putting something in action? Because that’s what we need for the RDs, when you 
recognize –  
 
BROOK JACKSON: Yes, I’m doing what you told me to do and adding it to a list.  
 
MARNIE: No, that’s –  
 
BROOK JACKSON: Yes, that’s what you’ve told me to do.  
 
MARNIE: Okay, yes, I understand that. But what I’m saying is, that’s in terms of get it down on 
paper, and let’s sit down and go over every item that you have a concern about. But at the same 
time when you’re at the site, and you’re identifying problems, like, your experience, like, I’m 
expecting you, when you identify it, that you go address it and start working on it right then.  
 
BROOK JACKSON: For example, like the biohazard, I addressed it and took care of it 
immediately. I’ve talked about these things to you guys over and over and over again.  
 
MARNIE: Okay, good. Okay –  
 
BROOK JACKSON: Now, you know, procedural things and documentation and our SOPs, I 
can only point out to you what I see. It’s not up to me to change those. I brought them to your 
attention when I first started and you told me to put it on a list. I think you might have been 
present for one of those conversations. We talked about… 
 
MARNIE: Yes, yes – [INDISCERNIBLE] 
 
BROOK JACKSON: Putting things on a list.  
 
MARNIE: I know. I’m saying – [OVERLAY]  
 
BROOK JACKSON: Keller, Fort Worth, Houston. I’m talking about – I haven’t seen Houston, 
but I can imagine, if it’s like this, if anything –  
 
MARNIE: Okay, to back up, yes, Keller. Because that moment I told you, and both of you, I 
said hey, because we were talking a lot. We were there to QC that day. 
 
BROOK JACKSON: Uh huh.  
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MARNIE: And I told both of you, and William, correct me if I’m wrong, but I said, “Look, I get 
it. I understand.” We are all in the same situation right now and we all have a great amount of 
experience, knowledge, expertise, and we have all these ideas, and there’s so much going on, but 
right that second, like, we couldn’t get to that right now. And that’s what I meant. There is so 
much that we need to work on, that’s what I said, “Keep making a list of those items, just like I 
do.” I’m always keeping a list of the things that I know need, that we’ve gotta work on. But we 
can’t do it all at the same time. We can’t stop –  
 
BROOK JACKSON: I disagree.  
 
MARNIE: You know what I’m saying? Like, we can’t stop –  
 
BROOK JACKSON: I disagree.  
 
MARNIE: Okay, well – and that’s okay.  
 
BROOK JACKSON: I’ve told you, I’ve sent you an email –  
 
MARNIE: In that moment, like our action was to QC that day. That was our action.  
 
BROOK JACKSON: But you’re telling me, if we’re finding stuff, we have to stop and address 
that now. 
 
MARNIE: Yes.  
 
BROOK JACKSON: And then in the same breath you’re telling me we can’t do everything 
right now. What if everything we’re finding are things that we need to do right now? And they 
are!  
 
MARNIE: Okay, then that’s what I mean, like then we need to prioritize.  
 
BROOK JACKSON: That’s exactly why I sent you a text message the other day, Marnie, and I 
said, “I’m having a hard time… 
 
MARNIE: Yes.  
 
BROOK JACKSON: “Trying to prioritize what you…”  
 
MARNIE: But okay, so that [INDISCERNIBLE] 
 
[00:10:00] 
 
BROOK JACKSON: And you didn’t answer. You didn’t answer me.  
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MARNIE: No, because it talked to you, Brook. I talked to you. I said, “Look.”  
 
BROOK JACKSON: You… 
 
MARNIE: And I told you several times, I said, and I told Candy the same thing, “Look, right 
now…” You said “in general”, you didn’t say, “I have a hard time prioritizing warning letter 
actions.” You said, “I’m having a hard time prioritizing.” I get it. And I told you, “I do too.” But 
right now, what I told you is… 
 
BROOK JACKSON: Focus on the task list is what you told me.  
 
MARNIE: I said, “The priority,” I said, “we’ve got our calls in the morning.” I said, “Prioritize 
the task list. But at the same time, get at the site and start tackling the site.” That’s all –  
 
BROOK JACKSON: Okay, we talked and then the [PH] Jaylin situation happened.  
 
MARNIE: Okay.  
 
BROOK JACKSON: And you said, “Go take care of that. And then we’ll hook back up.”  
 
MARNIE: Yes.  
 
BROOK JACKSON: And the last time that we hooked up was when we started talking about 
documenting this.  
 
MARNIE: Okay. But that’s because both of you, or both you and I both, have been stretched 
thin this week.  
 
BROOK JACKSON: I know! And there’s – Marnie, I get it.  
 
MARNIE: Wait, let me group us back in. I know, there’s so much to talk about. But, let me 
bring up one more thing. Because another item that got brought to my attention today was some 
source documents that were from Burleson that –  
 
BROOK JACKSON: I don’t know anything about that.  
 
MARNIE: Someone, I guess you had your laptop bag over here. And someone saw yellow 
pages that looked like source. And I don’t think they realized it was your bag. I don’t know what 
they thought it was, to be honest. But they grabbed them, and it was a stack of papers. I honestly 
don’t know how much. But it was a Burleson patient, I think that Mercedes screened. And it was 
a copy of it.  
 
BROOK JACKSON: I don’t even know what you’re talking about. I haven’t even been to 
Burleson.  
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MARNIE: Well, I know, and that’s why –  
 
BROOK JACKSON: I have no idea – I have no idea what you’re talking about.  
 
MARNIE: I had no idea when they told me – the only thing I can – the only thing I can imagine 
is Alma works in Burleson and she’s been at Fort Worth for a while. But going back and forth. 
So the only thing I can think of is she printed something and –  
BROOK JACKSON: I mean, I would tell you. I have no idea.  
 
MARNIE: So does that ring a bell?  
 
BROOK JACKSON: Not at all!  
 
MARNIE: Did you have any Burleson –  
 
BROOK JACKSON: Not that I know of.  
 
MARNIE: Screenings or –  
 
BROOK JACKSON: Not that I know of.  
 
MARNIE: Okay. And I don’t know what your –  
 
BROOK JACKSON: I mean, what if I did? I mean – I really don’t know –  
 
MARNIE: That’s what I was gonna ask, if you –  
 
BROOK JACKSON: What you’re talking about. I would –  
 
MARNIE: Well, that’s where I was going. It seemed weird, because what I was gonna ask you 
is why, I guess, why did you have them? And what for? Is there something concerning or –  
 
BROOK JACKSON: Well, where are they? Let’s look at it and we can talk about what’s 
concerning and what’s not.  
 
MARNIE: I don’t know.  
 
BROOK JACKSON: I don’t know what you’re talking about.  
 
MARNIE: Okay. Well, that’s why I wanted to ask you, because the last thing, that’s one thing I 
tell everyone, I’m never gonna accuse anyone of anything.  
 
BROOK JACKSON: Accuse me of what? I’m a regional director. I have access to everything 
here. I mean –  
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MARNIE: Well, you don’t have access to Burleson’s source documents though. Like you 
wouldn’t have access.  
 
BROOK JACKSON: I don’t even know where to pull those from, Marnie. I don’t even know.  
 
MARNIE: Okay, well, that’s why I’m asking you, because it was found in your bag. Someone 
said it was your bag that was over there, where you were sitting yesterday, your laptop bag.  
BROOK JACKSON: What color was it?  
 
MARNIE: I don’t know. I don’t know, I’m sorry.  
 
BROOK JACKSON: Well, I’m sorry you’re having to question me about this kind of stuff but I 
really, like, I mean, this is just ridiculous.  
 
MARNIE: Okay. I mean, for one, I’m asking because if there’s a concern –  
 
BROOK JACKSON: I would have brought it.  
 
MARNIE: Okay. Okay. And I mean, I guess, um, we’ll talk more about unblinded, like what to 
do. Just again, I feel like I didn’t – like you sent me the photos, thank you, and I didn’t pull them 
up. Now granted, that’s – whether [INDISCERNIBLE] or not, so I might have to 
[INDISCERNIBLE] 
 
BROOK JACKSON: Should I not have taken the pictures?  
 
MARNIE: The problem is is the breach of confidentiality and it was on your personal phone. 
Because there’s sponsor information on those boxes. And, but my thinking was you did it 
because, again, because it’s proof that, okay, this is a problem.  
 
BROOK JACKSON: I mean, that’s it.  
 
MARNIE: And this is something that we’ve got to address.  
 
BROOK JACKSON: That’s it. The only reason I stayed up there that night is because I stayed 
later with Mercedes, and we were talking about the biohazard situation in Keller, and she was 
like, “I’ve been upstairs before. We do ours by weight. And I’ve been upstairs before, where 
they’re throwing away urine specimens and there’s things…”  
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MARNIE: And it was on a personal [INDISCERNIBLE]. Because there’s sponsor information 
in those boxes. And – but my thinking was you did it because, again –  
 
BROOK JACKSON: The reason…  
 
MARNIE: It’s proof that, okay, this is a problem.  
 
BROOK JACKSON: I mean, that’s it.  
 
MARNIE: And this is something that we’ve got to address.  
 
BROOK JACKSON: That’s it. The only reason I stayed up there that night is because I stayed 
later with Mercedes, and we were talking about the biohazard situation in Keller, and she was 
like, “I’ve been upstairs before. We do ours by weight. And I’ve been upstairs before, where 
they’re throwing away urine specimens and there’s things in the biohazard that don’t need to be 
there.” So that’s why I checked that area.  
 
WILLIAM JONES: Did you [INDISCERNIBLE]  
 
BROOK JACKSON: Yeah, yeah. It’s weight based.  
 
MARNIE: Yeah, and I’m glad you did it.  
 
BROOK JACKSON: Well, I’m not.  
 
MARNIE: Yeah, and I’m sorry that you’re upset and I’m sorry that there’s –  
 
BROOK JACKSON: I’m not upset, but I feel like I’m being targeted and I would you know, 
because –  
 
MARNIE: Okay, I’m sorry you feel targeted.  
 
BROOK JACKSON: Because I brought up my concern.  
 
MARNIE: Yeah, and please don’t think that.  
 
BROOK JACKSON: How can I not, Marnie?  
 
MARNIE: I can’t control how you think. I’m just telling you, I’m telling you honestly, don’t 
think that. Because, again, this is all about –  
 
BROOK JACKSON: So it’s just a coincidence that all of a sudden I have papers I shouldn’t 
have, um, asking about what my intent is, you know, I took your advice and talked to Mercedes 
and felt like that went well, but –  
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MARNIE: Yeah, and why don’t we just end the evening. It’s late, and let’s regroup tomorrow. 
And I want to go over – bring your binder, bring your binder with, you said you flagged your 
concerns, and that’s what – I want, I need to see exactly what you’re talking about. So then I can 
address it. Because if you just say, “concerns about processes,” “concerns about we’re not 
following COVID,” like, and you did give me details about COVID, I remember our discussion, 
and that’s something I need to pull that up, we need to look at. But again, that would be 
something I would, when you’re here in the morning, get with Jen and start getting that in place. 
If they’re not following that policy, we’re not all following that policy, then we’ve got to get on 
it. I mean, myself included.  
 
BROOK JACKSON: I agree. But can I please remind everybody that this is day 13 for me?  
 
MARNIE: Yes, and please don’t feel like the pressure –  
 
BROOK JACKSON: How can I… 
 
MARNIE: Like I told William, I told both of you, I get it. Like I said before, we’re all coming 
from such great experience, we have so many ideas, and I’m in the same boat. I can’t even be in 
my role right now because we’re all being pulled to so many different areas. And I appreciate it, 
because you’re diving into QC and you can’t get to Regulatory.  
 
WILLIAM JONES: Right.  
 
MARNIE: You’re coming in and you’re trying to learn Ventavia and new space, and I get it.  
And we’re dealing with a potential audit. So, we appreciate you, Brook. I hate that you feel like 
this and I can’t control how you feel, but I say, let’s regroup tomorrow and just spend time – I’ll 
spend the time. Let’s sit down and go over –  
 
BROOK JACKSON: I’m just 100% super, super disappointed in this company. In the way that 
I’ve been treated for the last –  
 
MARNIE: Treated by who?  
 
BROOK JACKSON: By you.  
 
MARNIE: By me?  
 
BROOK JACKSON: Uh huh.  
 
MARNIE: What have I done, exactly?  
 
BROOK JACKSON: Well, I just feel like I’ve shared, I told you I feel like I can come to you 
and talk to you about my concerns. And you like agree with them.  
 
MARNIE: I do, I agree with a lot of concerns.  
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BROOK JACKSON: Okay, so why am I being questioned about what I’m bringing to the 
attention? Why – you are questioning me! You questioned my intent about bringing something to 
everybody’s attention.  
 
MARNIE: Brook, I’m not – I’m not – I do, I agree with a lot of your concerns, and I’ve told you 
that.  
 
WILLIAM JONES: Can I ask something real quick?  
 
BROOK JACKSON: Sure.  
 
WILLIAM JONES: Okay. So, and this is just me trying to be – sometimes I can be a robot, so 
forgive me for that ahead of time. I understand and I’ve heard you bring concerns. One of the 
things, like from a data capture portion – and I know y’all know this, but just being real objective 
– if we know that we have 50 of these bad documentation practices on informed consent, for 
example, if we know that we have 50, by going through and QCing every chart, when we put 
forth a plan, a new process or whatever, that 50, by the end of the next week, should maybe be 5. 
By the end of two weeks should be none existing.  
 
[00:05:00] 
 
But right now, what I’m seeing, objectively, we haven’t even finished quantifying the number of 
errors and categorizing the number of what types of errors we’re seeing because in my mind, it 
looks like it’s something new every day. It’s something new, I mean, we thought it was 
documentation and people scratching out stuff. Oh, but it’s documentation, people scratching off 
and initialing way over here on the right, on Thursday. Next Tuesday, after QCing 500 more 
charts, it feels like, then it’s not only that and them initially way over to the east, or yeah, it’s 
them also snaking everything. And it’s not just in one site, it’s also in Houston and it’s also – and 
we need to talk about that, and we need to compile all of that. And we don’t have the numbers, 
the numbers of staff, and we don’t have the numbers of incident. We don’t have an incident rate. 
And I feel like what we’re asking for is something that really is called an incident rate. And 
we’re using different terms. And we’re trying to categorize it.  
 
MARNIE: I’m probably – I’m obviously not explaining myself.  
 
WILLIAM JONES: That’s how it appears in my mind. So when we actually do put forth a 
plan, a process, which I know that you know how to do, and I know you know how to fix it, but 
if we start fixing it before we have the final numbers, we really don’t know the impact of the 
change. We really don’t know. We know it’s a clean up on our file. We know that. And we know 
that it’s significant. It is. There’s – we’re gonna get some kind of letter of information at least, 
when the FDA gets here. Know it.  
 
BROOK JACKSON: Okay.  
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MARNIE: Does that make more sense? I’m obviously not explaining myself well. I’m trying to 
find –  
 
WILLIAM JONES: But that’s what I’m hearing. What I’m hearing is, is that she’s providing 
information but the numbers is what they’re really getting at –  
 
MARNIE: It’s not the specifics, is what I’m trying to get to. That’s why the tracker I thought 
was so important, because we can plug that information in there, and then filter it so we can see, 
“Okay, all these findings…”  
 
BROOK JACKSON: Yeah, but now we stopped that because it was like, “Okay, we just need 
to get these out of the charts.” So then, my spreadsheet changed from tracking to checking off 
that those things were done, that they were scanned, and to EDC, EDC has been updated.  
 
MARNIE: Right.  
 
WILLIAM JONES: So, this is what – and see, this is my fault then. I own this part. This is 
where my communication or lack thereof comes in. Because once I finish [PH] locking this out, 
on Fridays I’ve dedicated for communication and data. Just dumping everything into the tracking 
system. I didn’t expect the travel for Houston. I didn’t expect to find what I found in Houston 
and to have to do an immediate training in Houston. But it has always been my plan and intent to 
put everybody’s data into the Excel spreadsheet. And remember, because I know I said I was 
gonna do that, I just haven’t even gotten to that yet.  
 
BROOK JACKSON: That’s everybody’s – that’s everybody’s excuse. And I hate that because I 
feel like that has like a bad connotation behind it.  
 
WILLIAM JONES: No.  
 
BROOK JACKSON: But it’s everybody’s reason.  
 
WILLIAM JONES: Yeah.  
 
BROOK JACKSON: And their understanding.  
 
WILLIAM JONES: I have put forth effort towards doing that, especially for tomorrow, and I’m 
moving more of that out so that I can make progress.  
 
BROOK JACKSON: So, finally, I was given – things were taken off of my plate that were 
taking, like, a long time. So really today was – has been the only like real day that I’ve had to –  
 
MARNIE: Like, I saw you diving in the charts. Yeah.  
 
BROOK JACKSON: I mean, I did 16 – I mean, I am QCing. But it’s like here and there.  
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MARNIE: And we saw you, no, we see it.  
 
WILLIAM JONES: 16 is impressive.  
 
MARNIE: No, I see it. And again, I’m – I guess the reason I am, I’m talking to you now 
because I’ve got to talk about all of these things and you’re with me, and that’s why I’m bringing 
all of them up now. But –  
 
BROOK JACKSON: But if you – if you guys don’t see what I’m seeing. If like, get on Google. 
Google “Warning Letters.” Google them.  
 
WILLIAM JONES: Yeah. Yeah.  
 
MARNIE: No, I know what you’re saying. I do. Again –  
 
BROOK JACKSON: And when I’m on our calls, and I hear that, I know from Christie and 
Olivia that they knew, that they pushed you hard, and we didn’t have the infrastructure to protect 
our patients, that’s a problem. And if you think that I am not loyal or that I have some ill intent, 
I’ve only been here for 13 days. Imagine how some of these other people feel that feel 
overwhelmed and overworked and you know, cry every day. If they’re ever questioned, do you 
think they’re gonna have –  
 
[00:10:03] 
 
like, Ventavia at the top? No, they’re just gonna let it go. If they’re ever asked a question where 
they could potentially like maybe you know, go one direction, you know, and protect 
[INDISCERNIBLE] them or they could go completely the other and not.  
 
MARNIE: Well, first, I don’t think you have ill intent.  
 
BROOK JACKSON: I don’t!  
 
MARNIE: I can’t speak for everyone.  
 
BROOK JACKSON: I’m not that kind of person.  
 
MARNIE: I don’t think anyone thinks you have ill intent. I can tell you that. And second –  
 
BROOK JACKSON: Somebody does. Because the question was asked. What my intent was.  
 
MARNIE: Well, and maybe that was my poor choice of words, and I apologize. It’s – for me, as 
a manager, I want to make sure I’m understanding everybody’s intentions, for whatever they do. 
Whether it’s taking photos, I apologize if it sounded the way it did. And I apologize. I just – 
that’s why I started off with, “I feel like I know the answer, because I just, you know, it seems 
obvious to me, but I need to know your opinion.” It’s just what I value – that’s how I evaluate.  
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BROOK JACKSON: I haven’t been afraid to give my opinion to anybody and I never will.  
 
MARNIE: No, and I appreciate it. But let me back up, because I want to make sure I say – I 
don’t think you have ill intent. I don’t think anyone thinks that. But Christie and Olivia also do 
not – they have patient safety as number one.  
 
BROOK JACKSON: No, they don’t.  
 
MARNIE: I do believe that.  
 
BROOK JACKSON: I do not. Because I have heard them on the phone say that they knew that 
we did not have the patient room, we did not have the staff, we did not have the things in place 
that were needed to make sure that we did this. I’ve heard them say that.  
 
MARNIE: Okay, I haven’t heard that, to the description of what you’re saying. I’m saying, we 
have recognized that yes, we are busy, we have a – it’s so fast moving, we’ve been enrolling so 
many patients, we’ve got a new space that we’re gonna be looking at that’s gonna be so much 
better. We do have a space issue. But they would never put patient safety at risk. I can guarantee 
that. I feel very confident in that. [INDISCERNIBLE] your opinion –  
 
BROOK JACKSON: Well, putting patients in the hallway, Marnie, without supervision.  
 
MARNIE: Well, okay, so again, and that’s another issue is, I would say, again, and I know –  
 
BROOK JACKSON: What am I doing to –  
 
MARNIE: I know you’ve been stretched thin, but no, my statement would be, okay, I never 
understood that they weren’t checking on patients and I never understood that they were talking 
to patients about PHI in the hall. Now, I would never imagine they would do that. Now that 
you’re bringing it to the attention, we’ve got to fix it. So that’s what I mean by when you’re at 
the site, go ahead and knock that out. And keep a list, because – and that’s why I keep saying, 
“Keep a list.” Because there’s so many things we need to work on. That’s the only reason why I 
say that. Not to put off like, “Oh, just add it to a list.” That’s not what I mean. I mean, track the 
concerns that you’re seeing, because we can’t get to all of them and that’s why I’m saying it, 
Brook. I can’t – we can’t expect you to fix everything. Just like we can’t expect –  
 
BROOK JACKSON: You’re asking me to though. Because it’s everything – 
 
MARNIE: I know. No. What I’m asking is, the items that you truly feel like are warning letter, 
and I feel like you’re very experienced to know, then let’s tackle those.  
 
BROOK JACKSON: But that’s what I’m saying, that I don’t think that everyone quite 
understands that it’s not just one particular thing. It –  
 
MARNIE: What would you suggest we do then? And that’s what my question is –  
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BROOK JACKSON: Part of it we’re doing.  
 
MARNIE: Okay, so do you feel like, do you feel that way? Like, are you more comfortable with 
what we’re doing is going to correct those major concerns that you have?  
 
BROOK JACKSON: I think we’re working towards that, yes. Yes.  
 
MARNIE: Okay, well that makes me feel better. And I will relay that back too, because again, 
any time anyone says “Warning Letter” “shutdown” people freak.  
 
BROOK JACKSON: Okay.  
 
MARNIE: And for valid reasons. I mean, it is – and again, I’m not saying I’m – I don’t blame 
you.  
 
BROOK JACKSON: I hope that no matter what comes from me, or William, or whatever, 
however this came about, I hope it’s eye opening, because on your call – your last training call, 
your question was you wanted anybody to feel like they could welcome their family member in 
here for participation in one of our studies and could you feel comfortable doing that right now? 
Would you? I wouldn’t. No.  
 
WILLIAM JONES: I thought you were asking me – I remember, yes, when I asked the 
question.  
 
BROOK JACKSON: You asked that question, yeah, and I think it’s a great question. That’s a 
great question, that stops and makes you think. Like, would you let – would you? I would if I 
was a coordinator and I could make sure that doctor [PH] Guk stayed where he was supposed to, 
you know?  
 
[00:15:01] 
 
Because it’s not the vaccine that concerns me, it’s our process, etc. But I mean, I’ve been open, 
I’ve been honest. You know –  
 
MARNIE: Yeah, and we appreciate that.  
 
BROOK JACKSON: And I think if y’all spend some time, you know, looking at – and you’ve 
gone through audits, you’ve gone through audits.  
 
MARNIE: Uh huh.  
 
BROOK JACKSON: You’ve been a part of these. But there have been warning letters, and it’s 
not just they come in and you know, a 483 is issued. There is like a process. There’s interviews, 
it’s so cool. And I can’t – like eventually, like, this is what I want to do in my career. And then 
they take that information – the investigator like takes that information back and then they have 
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that investigator’s boss review those findings and from those come warning letters. So it’s not 
like they just immediately come in and you get a warning letter. So, it’s a progressive thing. So, I 
think that’s – I think that’s been misunderstood by some, and shutdown has been misunderstood 
by some. So, again, it’s not that I said those were gonna happen right away, but you know, there 
could be, like, that progression of things happening. And, it’s not just one thing that could justify 
their recommendation. It could be that we …  
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BROOK JACKSON: And then they take that – the investigator like takes that information back 
and then they have that investigator’s boss review those findings and from those come warning 
letters. So it’s not like they just immediately come in and you get a warning letter. So, it’s a 
progressive thing. So, I think that’s – I think that’s been misunderstood by some, and shutdown 
has been misunderstood by some. So, again, it’s not that I said those were gonna happen right 
away, but you know, there could be, like, that progression of things happening. And, it’s not just 
one thing that could justify their recommendation. It could be that we have all the [PH] Capas 
that we have, that you know –  
 
WILLIAM JONES: A lot of note to files.  
 
BROOK JACKSON: A lot of note to files.  
 
MARNIE: I know, I know. That’s why –  
 
BROOK JACKSON: We have an emergency response protocol that we’re not following. It 
says in that protocol that we have an epi dose range on everybody’s chart. That’s not there. 
They’re gonna look at – and especially – 
 
MARNIE: And I saw that you emailed Mercedes, right, about that. I just saw that – I didn’t see 
that before.  
 
BROOK JACKSON: Especially –  
 
MARNIE: You sent it yesterday, I think.  
 
BROOK JACKSON: Uh huh. Yeah.  
 
MARNIE: Okay, so this is what I’m talking about. This is what helps.  
 
BROOK JACKSON: Okay, so you haven’t checked your emails.  
 
MARNIE: I know. I know. I’m behind on email, I will say. But I do – I get – this is what need.  
 
BROOK JACKSON: I have 39, just like that.  
 
MARNIE: Okay.  
 
BROOK JACKSON: I have 39 drafts, just like that, that I haven’t been able to send!  
 
MARNIE: Oh, drafts, I’m sorry, I was thinking, okay – then I need to – okay. Well, can you 
send them? I mean, can you print it so we can – again, I guess the way I look at it is I’m wanting 
to see, okay, when I say, “Listen up, emergency response email” – that’s one piece. COVID, 
that’s another one. Missed, you know, lab samples. You know, how many? There’s five patients? 
That’s what I’m saying, like, and then we can priori -  
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BROOK JACKSON: And it’s just like everybody’s running around like chickens with their 
heads cut off and you know –  
 
WILLIAM JONES: If I can jump in real quick, I think one of the things, look, how do you 
prioritize when there’s a lot of dysfunction?  
 
MARNIE: Right.  
 
WILLIAM JONES: And here’s the thing. If there was a list of all of these urgent things, 
because what I had – the only things that I could see – I don’t look at the clinical contents. I 
don’t have… 
 
MARNIE: Correct.   
 
WILLIAM JONES: I mean, I’m over the QC patients. So, you see – you have a different aspect 
than I do.  
 
BROOK JACKSON: I don’t mean to interrupt you, but when I was talking about wrong drug, 
there are patients that were randomized to the wrong strata.  
 
MARNIE: Like, can you point them out, in terms of PC?  
 
BROOK JACKSON: I need to find them, okay?  
 
MARNIE: Okay, and that’s what I’m getting at.  
 
BROOK JACKSON: That’s what I’m looking for.  
 
MARNIE: So we can look at them?  
 
BROOK JACKSON: These are just situations that I know have happened, because of what I’ve 
looked at in EDC.  
 
MARNIE: Oh, okay.  
 
BROOK JACKSON: But I just haven’t had a – that’s what I told you [INDISCERNIBLE] and I 
were doing tonight is looking through that.  
 
MARNIE: Okay.  
 
BROOK JACKSON: EDC, and so I can make –  
 
MARNIE: [INDISCERNIBLE] you’re looking for those details, but that’s fine.  
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BROOK JACKSON: Marnie, we don’t talk that – I don’t have access to you that much and I 
just, I’m trying.  
MARNIE: Okay, and I know you are. I know. And I’m sorry I – I can’t –  
 
BROOK JACKSON: I just –  
 
MARNIE: Tell you enough how sorry I am that you’re taking it in this way.  
 
BROOK JACKSON: Well, I’m an expert, okay. Do I make mistakes? Yes. But I’ve been doing 
this for a very long time and I’m responsible and I’m trustworthy and for all of those attributes, 
to be questioned, it just is – makes me very upset.  
 
MARNIE: But then again, it’s not being questioned.  
 
BROOK JACKSON: You did – you did question my intent.  
 
MARNIE: Remember, I told you –  
 
BROOK JACKSON: And why I haven’t – why I haven’t brought these things to your attention.  
 
MARNIE: No, no –  
 
BROOK JACKSON: They’re very important.  
 
MARNIE: I’m not saying you haven’t brought. You’ve told, we’ve talked about concerns. I’m 
saying details. Again, like identifying, when you say those stratifications, which patients? So we 
can grab them and fix it. That’s what I hear you saying.  
 
BROOK JACKSON: I hear you –  
 
MARNIE: Because we need to fix it. If it’s a warning level potential, in your opinion, my point 
is, grab those patients and let’s fix it. 
 
[00:05:00] 
 
And then the next one, whatever the next big item. If it’s the missing lab samples, or the COVID 
plan, let’s grab that. Let’s look at it and let’s implement fixes, that’s what I mean. Is those 
specifics. Because I don’t know how to help you until I know the details. And I know you’re 
experienced to know exactly what to do and that’s why I said, “Come off the calls, that’s fine –  
 
BROOK JACKSON: Okay, we had an action plan.  
 
MARNIE: Yes.  
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BROOK JACKSON: We’ve had an action plan, and that was starting today I knew that I was 
gonna be here late, working, so I started later and then I sat on the phone with Mercedes for an 
hour on the side of the highway, so we could work out that detail. And then I stopped by 
Walmart because they felt like they wanted that table, and I was like, “I need to get this for 
them.” And bought the snacks, so everybody could do their training and not have to leave for 
lunch and have Uber, you know, Eats coming and – I’m trying.  
 
MARNIE: I know you are. And thank you for doing that. Because I know they really 
appreciated that. Truly. Okay, let’s – are we finished here? Are you good? For now? It’s late. We 
can regroup tomorrow?  
 
WILLIAM JONES: I appreciate your efforts. And I appreciate you sharing. And what I’m 
hearing, I honestly, I think that there is a communication thing that’s there, that honestly, is part 
of teams forming, storming, norming and performing. I remember – yeah, you remember that?  
 
MARNIE: I know.  
 
WILLIAM JONES: So, and I mean, I know Brook you know this too. It’s just we’re still 
forming. I celebrate my third week tomorrow – being here – so I got you by a few days. A few. 
And when I tell you I can identify with a lot of the stressors, what really needs to happen I heard 
here, and she’s kind of giving you a prioritization list. Anything with patient information, or 
patient safety as a primary concern. That’s what you need to – let’s drop everything and focus 
there first. That’s what I’m hearing you say.  
 
MARNIE: Yes, please, yes. Because I trust your opinion. I do trust your opinion of your 
concerns. And it’s hard for me when I don’t have the details, because I don’t – I don’t know 
what to do – how to help you. I know you know how to fix it, with your experience. So when 
you tell me that, and that’s where the confusion, I think, again, when we’re not handling that 
instead of everything else, that’s where the confusion comes in.  
 
BROOK JACKSON: It’s just a – it’s just, there’s just a lot of contradicting statements that 
you’re making and –  
 
MARNIE: Right now?  
 
BROOK JACKSON: Uh huh. Yeah.  
 
MARNIE: Like what? For example, just so I know.  
 
BROOK JACKSON: You know, if I find a problem, fix it, or bring it to someone’s attention. I 
feel like I’ve brought them to your attention, multiple times, Marnie. I’ve talked to Candy about 
them –  
 
MARNIE: Okay, I feel like you’re back into the – but that’s what I’m saying. You’re telling me 
a generalized statement of certain problems. You see what I’m saying? Like, the dosing piece. 
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You never gave me details of what you were talking about. So all I know to tell you is go find it. 
I’ve asked you several times to go locate which patients you’re talking about in terms of how 
these major findings – we’re already working on the other, you know, overall. Because there’s 
all the issues. But in terms – that’s why I’m saying, you stop what you’re doing, and focus on 
what is immediate –  
 
BROOK JACKSON: I needed to know where to prioritize my time. And we talked about that.  
 
MARNIE: Right. And then we did that today.  
 
BROOK JACKSON: And then yesterday we implemented a plan for me to dive in here and –  
 
MARNIE: Yes.  
 
BROOK JACKSON: And get that information to you.  
 
MARNIE: Yes.  
 
BROOK JACKSON: And that’s what I’m doing.  
 
MARNIE: Okay, perfect. I feel like now we’re on the same track, right? I think we did it. Don’t 
be on the calls, don’t worry about the daily –  
 
BROOK JACKSON: I wasn’t on the call.  
 
MARNIE: I know, I’m just recapping. That was the plan. Because I see it and I understand it, 
and I know when I was trying to dive into Ft. Worth, the only – there were so many things, I felt 
like what you probably feel like. It’s hard to even –  
 
BROOK JACKSON: I don’t think so.  
 
MARNIE: Well, and I don’t mean it in terms of that, I mean in terms of understanding, “Okay, 
there’s this huge list of things and I don’t even know where to begin. Because there are so many 
priorities.  
 
[00:10:01] 
 
There are so many tasks and responsibilities.” That’s why I said, do what – I wanted you to do 
what I was trying to do, that I couldn’t, is dive into Ft. Worth, don’t worry about the email, the 
calls. I will keep you posted about anything on our calls or ask questions, like I did earlier to get 
feedback about whatever is needed. You focus on the site. But – the priority is those emergent 
findings that you’re seeing. I need you to focus on – not just me, we need you to focus and use 
your expertise and knowledge, address those patient findings that you’re speaking of. And I’ll 
handle emergency response, COVID, I’ll start looking at that. And the hard part too is because 
I’ve been pulled to Keller and I apologize. That’s – again – the situation of –  
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BROOK JACKSON: I understand. I get it.  
 
MARNIE: You need to dive into QCs, so I don’t want you to feel neglected in any way.  
 
BROOK JACKSON: I understand, but I don’t –  
 
MARNIE: Good. I think moving forward let’s regroup tomorrow, stick with the plan, don’t 
worry about the call. Don’t worry about email right now unless, if there’s something urgent I’ll 
let you know. Or any of us, I’ll just tell everyone – I mean, I already did pretty much, on our call 
this morning.  
 
BROOK JACKSON: [INDISCERNIBLE]  
 
MARNIE: We can get you quickly if we need to.  
 
BROOK JACKSON: Do you feel like that leadership knew about this before, like I said 
anything on that – on our call that morning?  
 
MARNIE: You mean about what? The –  
 
BROOK JACKSON: Like, findings and just any, like, that this was – like any of this, to this 
magnitude was going on? You know?  
 
MARNIE: And that’s what I want you to realize, is you’re new, I don’t think you realize how 
valuable you are so far, because you just came in and had –  
 
WILLIAM JONES: Fresh eyes. You found so much!  
 
MARNIE: The confidence to speak up and they listen to you.  
 
BROOK JACKSON: And I didn’t just take – I didn’t just take –  
 
MARNIE: They listen to you and they took action. So I hope you realize that –  
 
BROOK JACKSON: But I went to – I went to Candy especially and asked her, like, “Do you – 
are you seeing what I’m seeing?” “Yeah. Yeah, we’ve brought this up before.” And I just – you 
know? Why hasn’t she been writing this down for you guys?  
 
MARNIE: I mean, she’ll you know, she’ll write down concerns, and again –  
 
BROOK JACKSON: She’s been monitoring the blinded stuff.  
 
MARNIE: Yeah, and whenever she has concerns, she brings them up, we address them, but no, 
the magnitude, no. And I think you’re coming in at just the right time because we need your 
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expertise at this current time, because I think, like I said, it’s changed a lot, even since I started to 
really dive into Fort Worth, since you started, because that was before COVID really hit. And – 
actually, it was at the beginning of it. And so, people weren’t to the level of stress that they are 
that you’re seeing now. Because not only – and you have to remember, well, you may not 
know…  
 
BROOK JACKSON: And this isn’t just like – this isn’t just me like – like I feel like you have 
this gift with people, calming them down, talking to them from like an HR perspective.  
 
MARNIE: I don’t feel like it right now.  
 
BROOK JACKSON: Well, it’s because my integrity is being questioned, but the [PH] 
Burleson’s, I mean, all this stuff just coming up here at once. I don’t – that’s just not me.  
 
MARNIE: Okay.  
 
BROOK JACKSON: But I went to my counterpart Candy and asked her the same question, 
“Are you concerned?” And she said, “Yeah.” So, are you interviewing her?  
 
MARNIE: I will. Uh huh. And I’ve talked to her, but yeah, I mean, I will. I’ll –  
 
BROOK JACKSON: Has she addressed the immediate things? Like, I just want to – it’s – I just 
keep treeing to remind myself, “God Brook, you’re only here, you’ve only been here 13 days.” 
And I don’t have access to systems and you know, I got locked out here the other night because I 
didn’t have key fob and sat in the parking lot, then I stayed here till 12:30 and I worked till 3:00 
when I got home and I just, that’s just me though. You will always get 110%.  
 
MARNIE: Yeah.  
 
BROOK JACKSON: Even today. After – after you made me feel this way.  
 
MARNIE: Well, again, I apologize. I would never want you to feel your integrity – 
[OVERLAY]  
 
BROOK JACKSON: And I think this is coming, it’s coming from, it’s not just coming from 
you. I really don’t feel like that. I feel like some of it’s – I mean, I don’t know where it’s coming 
from. But I took your advice and I talked to Mercedes today and I felt like we were at this 
different spot, and then I get a text message when I’m –  
 
[00:15:00] 
 
I just feel like – I feel like I’m being targeted because I said something.  
 
MARNIE: No.  
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BROOK JACKSON: I really absolutely do.  
 
MARNIE: Well, again, I’m sorry that it came across that way. I think we’re just – we’re 
handling –  
 
BROOK JACKSON: You don’t even know the half of it.  
 
MARNIE: We’re handling – and again, I guess, don’t feel singled out. We’re just [OVERLAY]  
 
BROOK JACKSON: I feel targeted. I really do.  
 
MARNIE: … everyone, Brook, but well, but it’s not a target.  
 
BROOK JACKSON: I said something and now like –  
 
MARNIE: We just need to understand it. And I think that’s the problem, is until we can really 
see it, which I think we are, you’re giving more detail, I’m seeing it more. Like I told you, I see it 
now that we’re talking about it.  
 
BROOK JACKSON: It’s not that I have not been trying to give you details, it’s like I haven’t 
been able to dive in. I can give you these –  
 
MARNIE: Okay.  
 
BROOK JACKSON: You know, things that have been shared with me and you know, I don’t 
have access. So I have to sit over the shoulder of somebody and then that’s dependent on how 
many patients they’re seeing a day. So I could give you a million reasons why, but at the end of 
the day, they’re just excuses and until …  
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BROOK JACKSON: But I took your advice and I talked to Mercedes today and I felt like we 
were at this different spot, and then I get a text message when I’m –  I just feel like – I feel like 
I’m being targeted because I said something.  
 
MARNIE: No.  
 
BROOK JACKSON: I really absolutely do.  
 
MARNIE: Well, again, I’m sorry that it came across that way. I think we’re just – we’re 
handling –  
 
BROOK JACKSON: You don’t even know the half of it.  
 
MARNIE: We’re handling – and again, I guess, don’t feel singled out. We’re just [OVERLAY]  
 
BROOK JACKSON: I feel targeted. I really do.  
 
MARNIE: … everyone, Brook, but well, but it’s not a target.  
 
BROOK JACKSON: I said something and now like –  
 
MARNIE: We just need to understand it. And I think that’s the problem, is until we can really 
see it, which I think we are, you’re giving more detail, I’m seeing it more. Like I told you, I see it 
now that we’re talking about it.  
 
BROOK JACKSON: It’s not that I have not been trying to give you details, it’s like I haven’t 
been able to dive in. I can give you these –  
 
MARNIE: Okay.  
 
BROOK JACKSON: You know, things that have been shared with me and you know, I don’t 
have access. So I have to sit over the shoulder of somebody and then that’s dependent on how 
many patients they’re seeing a day. So I could give you a million reasons why, but at the end of 
the day, they’re just excuses and until I can just focus, and –  
 
MARNIE: Yes, I know. I get it, I get it. Trust me. That I get so much. That’s what I’m trying to 
tell you is, and I told leadership this morning, it’s the same way I felt – I could not really do – I 
couldn’t even get my hands, I couldn’t get my hands wrapped around even what was going on at 
Fort Worth, even just being at the site every day, until I – unless I let go of everything. And I 
think you need to do that. And we support it. Completely support it. And I just lost my train of 
thought, where I was going.  
 
BROOK JACKSON: You were telling leadership…  
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MARNIE: Yeah, just the same thing that, you know, I feel like you’re in the same boat that I 
felt, where it’s almost like I couldn’t even explain. Kind of like you’re saying, like right now. I 
couldn’t really give the details, because there was just so much, I couldn’t even explain it. And I 
couldn’t wrap my brain around things. So, I know what you’re feeling in that regard, and so 
that’s why I’m saying, dive into the site, keep doing what you’re doing. Prioritize right now 
those major findings that we can tackle and fix. Oh, I know where I was going. And now –  
 
BROOK JACKSON: I don’t even know, like, where they are. Where – like, I mean, the like 
charts are –  
 
WILLIAM JONES: Here’s the thing. I don’t know if y’all ever – maybe y’all probably heard 
this one. Five Dysfunctions of a Team, by Patrick Lencioni – we have to pick something. 
Because if it’s all important then none of it is important. You have to pick something.  
 
MARNIE: Yeah.  
 
WILLIAM JONES: What I hear from you and the passion that I’m hearing when you’re talking 
about this stuff is stuff centered around patient – immediate patient safety.  
 
BROOK JACKSON: Which they already know, William.  
 
WILLIAM JONES: Yeah, but as far as the granularity, but details and [INDISCERNIBLE] –  
 
MARNIE: Yeah, that’s the piece that.  
 
WILLIAM JONES: That’s you.  
 
BROOK JACKSON: Okay, if we’re gonna talk about just the safety, the safety of the patient 
component, they know that they don’t have the rooms to manage the number of patients that 
their recruitment goals that they’re putting for these sites.  
 
MARNIE: That’s –  
 
WILLIAM JONES: So what would be your recommendation? As the expert?  
 
BROOK JACKSON: As the expert – you just –  
 
MARNIE: Hold that thought. And, what are you seeing that has led to that’s a safety issue –  
 
WILLIAM JONES: The causality.  
 
MARNIE: That you’ve seen, that’s gonna be a warning letter? That’s what I mean. That detail. 
So we can target –  
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BROOK JACKSON: But nobody would ever know if we were putting patients in the hallway 
and they weren’t being monitored. But –  
MARNIE: But they are, they are being checked on. See that’s what I mean, like, they are.  
 
BROOK JACKSON: Marnie, no, they’re not.  
 
MARNIE: They are! Because I see them out there. When I’m coming and going, I’m seeing 
people out there all the time. They are but, now, do we have it documented? That’s where I 
would say, “Okay…” That’s what I mean by go find – okay, that’s a concern. Are we 
documenting it? Is it clear? So we can speak to that. But anyway, I’m going to have to get going. 
I’m sorry.  
 
BROOK JACKSON: You can go, yeah.  
 
MARNIE: I mean, I don’t want to stop y’all, but –  
 
WILLIAM JONES: [INDISCERNIBLE] 
 
MARNIE: What I was getting at is now we know why you don’t have access, is because of the 
employee forms. So I sent the email to Katie –  
 
BROOK JACKSON: Access?  
 
MARNIE: To like the – all the systems, to getting your key, getting your fob. I sent that to 
Katie, copied you, so you have them and I told you she’s probably going to [INDISCERNIBLE] 
 
BROOK JACKSON: Oh was it – I mean I guess I was procrastinating – not because I didn’t 
want to because I just was trying to do other things. And I’m like okay, it’s a –  
 
MARNIE: Well, I sent her an email, to leadership to let them know that I didn’t realize either. I 
don’t know where that [INDISCERNIBLE] – that must have been a misunderstanding.  
 
[00:05:00] 
 
I think you said you didn’t get…  
 
WILLIAM JONES: I didn’t. Yeah.  
 
MARNIE: I don’t –  
 
BROOK JACKSON: And then I didn’t sign my forms because I had questions about them. 
Because they’re processes that we’re not following and I wasn’t comfortable doing that.  
 
MARNIE: Well, and that’s what I want to talk about. That’s what I want – if you bring your 
binder, where you flagged that. Let’s go over it. Because you know, like I told you, the Ops 
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manual is being revised, you might know there’s things in there that we – that are not, you know, 
that need to be revised. But I would – I do want your feedback on that. So we can fix it.  
WILLIAM JONES: See, I don’t – I’m sorry. I just – hey, I’m a single dad. I have to rush home 
and get my kids and stuff, so.  
 
MARNIE: I know, I know, I’m sorry. And I do too. I just realized that –  
 
WILLIAM JONES: And they are texting me like crazy. But here’s the thing. I don’t want to – I 
don’t want to see anything less than authentic in a teammate. So Brook, I mean, if you wanna 
talk about it, I got about an hour and a half drive home.  
 
BROOK JACKSON: We’ve talked about it.  
 
MARNIE: Do you really – you have an hour and a half?  
 
WILLIAM JONES: Yeah.  
 
BROOK JACKSON: We’ve talked about it.  
 
WILLIAM JONES: Yeah.  
 
MARNIE: Okay.  
 
WILLIAM JONES: Goodness.  
 
MARNIE: Sorry, I don’t mean to rush off. I just didn’t realize how late it was and I thought, 
“Oh my gosh, I’m supposed to get home.” So – let’s –  
 
BROOK JACKSON: If anybody ever questions something that they are going in my bag to 
look for, please bring it to my attention.  
 
MARNIE: Going into what?  
 
BROOK JACKSON: If somebody’s going through my stuff and they see something that they 
have a question about, please address it. Please ask that person to bring it to my attention.  
 
MARNIE: Oh, of course, well, I don’t know – I need to get more detail, but I don’t think they 
realized it was your bag until after. Until – because you were the only one sitting there.  
 
BROOK JACKSON: No I wasn’t. Mercedes was been here, Dana’s been there. 
[INDISCERNIBLE] has been there. William’s been in here, you’ve been in here. What do you 
mean they didn’t realize it was my bag?  
 
MARNIE: I mean, I’m saying I don’t think they knew who’s bag it was that –  
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BROOK JACKSON: Then how did they realize that it was mine then? How did it come up?  
 
MARNIE: Can I give you – can I find out for you? I don’t want to misspeak.  
 
BROOK JACKSON: I don’t wanna know. I just – please relay the message. If they know it’s 
mine, and there’s a question about what’s in my bag, bring it to my attention.  
 
MARNIE: Okay.  
 
BROOK JACKSON: [INDISCERNIBLE] because –  
 
MARNIE: And I think, I mean, someone confirmed it was your bag, but I can’t. I’m just 
relaying. And that’s why – that’s why I’m asking you. Because it was confirmed it was your bag.  
 
BROOK JACKSON: Well, you know, I get my stuff and I’m upstairs and I grab my stuff and I 
come back down here, so I just –  
 
MARNIE: I know, and you could have grabbed something off the copier. It’s okay. It’s just, 
again, it’s just trying to understand. And the reason for that is because we’ve had – I’m not 
saying that you’re taking charts, but we’ve had missing charts. We’ve had you know, we’ve had 
occurrences like this before that people don’t realize that they grabbed other documents from 
other sites. I mean… I could – you know, again, I can get more detail. I just was told it was – the 
person didn’t know it was your bag.  
 
BROOK JACKSON: I don’t want any more details. I really don’t think I can handle it.  
 
MARNIE: Okay, so, are you gonna go home and –  
 
BROOK JACKSON: Yeah, I’m gonna go home.  
 
MARNIE: Okay, all right. Well, I’ll touch base with you in the morning. Okay? Thank you 
again for all this stuff.  
 
BROOK JACKSON: You’re welcome.  
 
MARNIE: I appreciate you bringing all that. And I know they really appreciate it, I can tell you 
that. Okay, William, thank you. And we’ll figure out unblinding tomorrow. That’s obviously, if 
that’s okay.  
 
WILLIAM JONES: Sure.  
 
MARNIE: I feel like I’m okay to stay blinded, but I mean, if y’all feel like I need to –  
 
WILLIAM JONES: Have you deleted everything? Have you –  
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MARNIE: Yeah, she said she deleted it. I didn’t ever open her – but she sent me the photos, but 
since I’d already –  
BROOK JACKSON: You asked me to.  
 
MARNIE: What?  
 
BROOK JACKSON: You asked me to.  
 
MARNIE: What?  
 
BROOK JACKSON: To send you the pictures.  
 
MARNIE: No, I know. I’m saying, yes, no, that was appropriate. I’m saying I didn’t actually 
pull them up – I didn’t look at them when she sent them to me, for that reason.  
 
WILLIAM JONES: Okay.  
 
MARNIE: But, I saw on her phone, when she showed me enough to see that yes, there is Neils 
in there, it had an open [INDISCERNIBLE] drug. Now, I didn’t visually see the numbers, like 
what they were, but I could tell that there were identifiers on them. So, I think that’s why we 
were questioning like if I should maybe –  
 
BROOK JACKSON: I mean, y’all are like splitting hairs. Because if you really, like, wanna 
talk about who’s –  
 
MARNIE: About what, I’m sorry?  
 
BROOK JACKSON: I’ll put it –  
 
WILLIAM JONES: Blinded and everything?  
 
BROOK JACKSON: I’ll put it on my list.  
 
MARNIE: Y’all have a great night and thank you so much.  
 
WILLIAM JONES: Thanks Marnie. You have a good evening too.  
 
MARNIE: Do you all mind [INDISCERNIBLE] 
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https://mms.businesswire.com/media/20201118005595/en/337677/5/pfizer_rgb_pos.jpg?download=1
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DEPARTMENT OF THE ARMY 
U.S. ARMY CONTRACTING COMMAND - NEW JERSEY 

PICA TINNY ARSENAL, NEW JERSEY 07806-5000 

REPLY TO 
ATTENTION OF 

Army Contracting Command - New Jersey 
ACC-NJ, Building 9 
Picatinny Arsenal, NJ 07806 

21 July 2020 

SUBJECT: Technical Direction Letter for Medical CRBN Defense Consortium (MCDC), Request 
for Prototype Proposals (RPP) 20-11, Objective PRE-20-11 for "COVID-19 Pandemic - Large Scale 
Vaccine Manufacturing Demonstration" (Pfizer, Inc.) 

REF: Prizer Request for Technical Direction Letter, RPP 20-11 under OTA Wl 5QKN-l 6-9-l 002 for 
Objective PRE-20-11, dated 20 July 2020 

Advanced Technology International 
ATTN: mm, Sr. Contracts Manager 
315 Sigma Drive 
Summerville, SC 29486 

The Army Contracting Command - New Jersey (ACC-NJ), in suppo1ting the Joint Project Manager 
- Medical Countermeasure Systems (JPM-MCS), issued MCDC RPP 20-11 on 09 June 2020. 
Members of the MCDC submitted proposals in accordance with this RPP. The Government received 
and evaluated all proposal(s) submitted and a Basis of Selection has been executed, selecting Pfizer, 
Inc. as the awardee. The Government requests that a Firm-Fixed-Price Project Agreement be issued 
to Pfizer, Inc. to award this proposal under Other Transaction Agreement Wl 5QKN-l 6-9-l 002, to be 
performed in accordance with the attached Government Statement of Work (SOW). 

Based upon the acceptable update of Pfizer, Inc.'s proposal for "COVID-19 Pandemic - Large Scale 
Vaccine Manufacturing Demonstration" and 1) The Project Agreement Recipient's concurrence with 
the requirements included in the Government SOW; 2) An acceptable milestone schedule that meets 
SOW requirements, and; 3) The price proposed that has been analyzed by the Government, you are 
hereby directed to issue a Project Agreement to Pfizer, Inc. for the subject project. The total project 
value has been determined fair and reasonable and Pfizer, Inc. 's proposal has been selected IA W the 
above referenced Basis of Selection. 

The total approved cost to the Government for this effort is not to exceed $ 1,950,097,500.00. The 
break-out of the costs is as follows: $1,950,000,000.00 to perform project efforts included in the SOW 
and $97,500.00 for the Consortium Management Firm (CMF) Administrative Cost. The CMF 
Administrative Cost was approved as a "Special Allocation" for Operation Warp Speed (OWS) 
Prototype Projects executed under the MCDC OTA. The effort currently has $1,950,097,500.00 of 
available funding, comprised of $ 1,950,000,000.00 for the Project Agreement, $67,500.00 for the 
CMF Special Allocation, and $30,000 for other, non G&A, A TI costs, which will be incurred, tracked, 
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and invoiced in accordance with Article V of the OT A. The COVID-19 work shall be tracked 
separately using the funding obligated via modification P00076. In alignment with the s ecial 
allocation conditions, it is noted that this projec~od of performance 
- ' with a projected completion date ot- . A customized clause tor 
allocation, will be incorporated into the funding modification for this prototype project. 

The prime contractor is considered a small business, nontraditional defense contractor, or nonprofit 
resea1·ch institution and determined to be providing a significant contribution . The affinnation of 
business status certifications submitted as part of the proposal are hereby incorporated into the 
agreement. The contractor shall notify the MCDC CMF of any deviation from the final proposed 
affumation of business status certifications that would affect the contributions of the small business, 
nontraditional defense contractor, or nonprofit research institution as proposed. 

In accordance with 10.U.S.C. 237lb(f), and upon a determination that the prototype project fm this 
transaction bas been successfully completed, this competitively awarded prototype OT A may result 
in the award of a follow-on production contract or transaction without the use of competitive 
procedures. 

Points of Contact: 

a • .. .. I .. t .. 

(b) (6) 
... (b)(6) 

• II • (b) (6) 

• • • • I · I I • 

(b) (6) 
II, (b)(6) 

• "· (b) (6) 

Attachments: 
Attachment 1: MCDC2011-003 -Pfizer- 7-21-2020 

Regards, 

X (b) (6) 
tmnm 
Agreements Officer 

Signed by. (b) (6) 

Attachment 2: SOW Appendix I Clause for MCDC Consortium Other Transaction Authority Agreements 
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Contingency Planning a) Establish. implement. and maintain plans for emergency response. backup 
operations. and post-disaster recovery for information systems to ensure 
the availability of critical information resomces at all times. 

Incident Response a) Establish an operational incident handling capability for information 
systems that includes adequate preparation. detection, analysis, 
containment, and recovery of cybersecurity incidents. Exercise tbis 
capability annually . 

Media and Information a) Protect information system media. both paper and digital. 
Protection b) Limit access to information on information systems media to authorized 

users. 
c) Sanitize and destroy media no longer in use. 
d) Control the use of removable media through technology or policy. 

Physical and Environmental a) Limit access to infonnation systems. equipment, and the respective 
Protection operating environments to authorized individuals. 

b) Intrusion detection and prevention system employed on IT networks. 
c) Protect the physical and support infrastructure for all information systems. 
d) Protect information systems against environmental bazai·ds. 
e) Escort visitors and monitor visitor activity. 

Network Protection Employ intrusion preYention and detection technology with immediate analysis 
capabilities. 

9. Transpor·tatioo Security 
Description: Adequate security controls must be implemented to protect materials while in transit from theft, 
destruction, manipulation. or damage. 
Drivers a) Drivers must be vetted in accordance with the Government Personnel 

Security Requirements. 
b) Drivers must be trained on specific security and emergency procedures. 
c) Drivers must be equipped with backup communications. 
d) Driver identity must be 100 percent confirmed before the pick-up of any 

Government product. 
e) Drivers must never leave Government products unattended, and two 

drivers may be required for longer transport routes or critical products 
during times of emergency. 

f) Truck pickup and deliveries must be logged and kept on record for a 
minimum of 12 months. 

Transport Routes a) Transport routes should be pre-planned and never deviated from except 
when approved or in the event of an emergency. 

b) Transport routes should be continuously evaluated based upon new 
threats, significant planned events, weather. and other situations that may 
delay or disrupt transport. 

Product Secmity a) Government products must be secured with tamper resistant seals during 
transport, and the transport trailer must be locked and sealed. 

• Tamper resistant seals must be verified as "secure" after the 
product is placed in the transport vehicle. 

b) Government products should be continually monitored by GPS technology 
while in transport, and any deviations from planned routes should be 
investigated and documented. 

c) Contingency plans should be in place to keep the product secure during 
emergencies such as accidents and transuort Yehicle breakdowns. 

10. Secwity Reporting Requirements 
Description: The partner facility shall notify the Agreement Officer within 24 hours of any activity or incident that 
is in violation of established security standards or indicates the loss or theft of government products. The facts and 
circumstances associated with these incidents will be documented in writing for government review. 

11. Secwitv Audits 
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Description: The partner facility agrees to fonnal secw·ity audits conducted at the discretion of the government. 
Security audits may include both prime and subcontractor. 

I 
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