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Brad Lavinder - Getting it Right to the Patient
Oct 29, 2019 in Profiles In Company

Brad, who works in the North Carolina office, was in Brisbane for an event with the Clinical

Supply Chain. He talks about his work at RTP and why he loves what he does. 

A: How did you get into this line of work?

B: It was my first job out of college. 

A: Where did you go to college and what did you study?

B: I studied exercise, science, and physiology at Appalachian State College in western North

Carolina with the intent to go into physical therapy. It's funny we're talking about this

because one reason I'm here in California is we had a team building day in San Francisco
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and we did these "journey lines," personal and professional journey lines, and I was just

remembering all this stuff. It's kinda funny.

A: So if you studied for physical therapy, why did you switch to this?

B: Originally I wanted to get into physical therapy. I moved to Chapel Hill looking for work

and ended up getting a job at the UNC School of Medicine in the AIDS clinical trial unit. It

was my first taste of research, being at a clinical site and being a part of running these HIV

protocols. I was intrigued; I'd see these patients coming in really sick and in 3 months they

would have gained weight and have color in their face. 

A: Was this AZT? The first ever AIDS drug?

B: Yeah! This was 1997-8. 

A: Wow. You were on the front lines of the AIDS epidemic! AZT was the first breakthrough

drug that kept somebody from dying if they got the AIDS virus. That's huge…a funny parallel

to Palforzia which could be the breakthrough drug to keep peanut allergy from being life

threatening.

After switching from physical therapy to clinical trials…did you ever get to a point when you

thought you should go back to school, or did you just really like what you were doing?

B: I just really enjoyed it. It was challenging. From UNC I went into a smaller setting, doing

the same type of logistical work, still forecasting and producing the PK kits being used at

the clinical sites. I understood the forecasting and the process. That's where the clinical

supply mindset dug in. And then you realize that you're working in pharma: although I was

working with the clinical kit I was also working with real patients – and realized the outcome

for this person was to have a positive experience in these trials and to have positive

outcomes with the product that they were investigating and using.

A: How did you come to Aimmune?

B: I was at ALMAC clinical services for several years. I wasn't really looking for a job. Then

Azadeh Nolan (Sr. Director, Clinical Supply Chain at Aimmune) contacted me and presented

an opportunity. I did some research on Aimmune before I called back and read the

Palisades information that was submitted to the FDA. The results were so positive, I could

almost feel the approval and certainly the need. That part, going through the FDA approval

process, interested me very much. I've been there before with a former company and their
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medicine for Parkinson's disease; FDA approval doesn't happen very often in Pharma. It

seemed like a great opportunity to come into a small Pharma at a really exciting time with a

positive product that was going to be treating peanut allergies. 

A: Do you have any direct experience with peanut allergy?

B: I do have some connection to it – I have a nephew who is highly allergic and I have other

friends of the family who have children who are highly allergic - not only to peanuts but also

to egg.  During the FDA approval process with my former company I saw the patient

testimonies for Parkinson's disease – all these patients kept coming back and saying,

"Thank you so much for this change in medication." I'm getting the very same feeling here

again with Palforzia. You could see that in the patient testimony at the AdComm.

A: And now – what exactly do you do?

B: I'm Sr. Manager for Clinical Supply Chain, working under Azadeh Nolan's group, Clinical

Supply Chain Operations. Our department was recently renamed Clinical Manufacturing

since we fall under Mike Holfinger's leadership and department. I run end to end aspects of

Clinical Supply Management – that means we manage the investigational product and food

challenge materials across all the Aimmune projects. We work cross functionally with

Clinical Operations, Quality, Regulatory, Medical Science and QC colleagues to help us

generate forecasts based on the protocol, patient sites, and visit schedules. From that we

forecast and create the amount of investigational product and food challenge materials

required to run a clinical trial from start to finish. We also map out and secure depot

locations for global shipping logistics. 

A: So this has no relationship to commercial supply, you're talking only about the clinical

trials' supply.

B: Correct. We're responsible to make sure there's no gap in patient dosing, from start to

finish. That is at the core of what Clinical Supply does – ensure all patients are dosed as

defined per protocol, no matter what the challenges are along the way.

We also have a huge hand in designing and running the IRT (Interactive Response

Technology). With blinded projects like AR101, the IRT can randomize from active to placebo

based on the randomization code. It also ensures the right medication is dispensed to the

right patient, according to randomization and visit schedule. For us, it's also our inventory

management and tracking system that allows full visibility into inventory levels, depots and

sites.
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A: So do you have to double check which patient has the placebo and which patient has the

medicine?

B: Nope – the IRT system is programmed to randomize according to the randomization code

that is generated by our biostats group. 

A: Okay - so how does that work?

B: Based on the protocol, the randomization can be on a 1:1 or a 2:1 randomization –

meaning that every 2 patients will be randomized into a placebo-only clinical arm and one

patient will be randomized into an active arm. The random code is generated by biostats

and is entered into this IRT system. When a patient is screened or enrolled, at that point the

automated system will either select active or placebo.

A: Once you get the medicine to the patients, what happens next?  How are you responsible

for the rest of the trial to the finish?

B: Part of the clinical trial process is end-to-end reconciliation of all of our investigational

products. Our responsibility from a Clinical Supply Chain perspective is to make sure that

each patient has the right medicine at the right time, on the right visit. Once the patient

receives it they take it home; then it is Clinical Operations that is responsible to make sure

every single kit that is dispensed is reconciled, either destroyed at the site or returned to

the depot. We get involved at the very end of the study to ensure everything sent to the site

is accounted for. Then we close the book. Lastly, we work through a very detailed Final Drug

Accountability process with our Clinical Operations colleagues to ensure we document the

Investigative Product lifecycle end to end and can exhibit full control of our Supply Chain in

the event of an Audit. Once the trial is closed and the full reconciliation of every single kit is

done, our job is done. 

A: Are you working on the egg project yet?

B: Yes. I'm the backup; Taylor Elkington is the lead.  We have some patients now.

A: Did all of you in North Carolina watch the AdComm?
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B: Yeah, we watched the whole thing! Everybody at RTP was in a room in front of a big

screen; you could feel the intensity that was coming out of that room. It was a great

experience. I hadn't seen it that close up before. It was a great day.

A: It sure was…  Okay, so are you up for taking the Proust questionnaire?

B: Sure…

A: What do you most value in your friends?

B: Honesty.

A: What is your favorite journey?

B: Like going places?

A: Yeah - like adventures, or trips, or go to the beach kinda thing…

B: I had a really awesome experience last Tuesday with our Clinical Supply Chain team. As a

team building thing, we rented bikes and rode over the Golden Gate Bridge, down into

Sausalito and back. It was kind of interesting and unexpected. and a GREAT day in San

Francisco. We had great weather –

A: I don't know if you understand how lucky you are that you had such good weather! 

B: I've heard that all week long! 

A: What is your most treasured possession?

B: Family.

A: On what occasion do you lie?

B: I don't lie.

A: What do you consider your greatest achievement?
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B: Staying married for 18 years is a pretty significant accomplishment. 

A: What is your most marked characteristic?

B: You tell me.  (I said I'd think about it and let him know…Even though I'd only known him for

thirty minutes, I would say a calm intensity). 

A: Do you have a motto?

B: Live and let live. 
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