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Globalization of Clinical Trials  

The increasing complexity and globalization of clinical 
trials has changed the pre-market environment, with 
more companies outsourcing operations and 
investigating emerging markets. This leads to questions 
around regulation, and with high costs and strict 
handling requirements for many biopharmaceutical 
products entering clinical development, the logistics of 
clinical trial supplies are more critical than ever. 



Expert Industry Insight  

The 4th Annual Clinical Trials Supply & Logistics 
Summit, taking place in San Francisco,  June 25-27,   
will provide industry expert insight with best practices, 
skills and tools needed to use clinical trials to gain a 
competitive edge in this highly competitive global 
market. Pharma IQ hosted a roundtable session with 
three members of the Summit Advisory Board prior to 
the event.  

 

http://www.clinicaltrialslogistics.com/Event.aspx?id=714218&mac=PMIQ_Events_Title_Listing_2011&utm_source=pharma-iq.com&utm_medium=iq_partner&utm_campaign=iq_eventlist&utm_content=text&utm_term=eventpage_titlelink
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Meet the Panel  

• Rafik Bishara, Technical Advisor and Chairman of this 
year’s Clinical Trials Supply and Logistics Summit 

• Steven Jacobs, President at Global BioPharm 
Solutions 

• Alisa Wright, CEO at BioConvergence 
 
 
 



Rafik Bishara 
Dr. Bishara has become one of the most respected figures in the pharmaceutical cold chain distribution sector, 
following a distinguished 35 year career with Eli Lilly & Co. as Director, Quality Knowledge Management and 
Technical Support. 
 
He received his Ph.D. from Purdue University, Indiana, USA in 1972, adding to his B.S. Pharmacy & 
Pharmaceutical Chemistry and an M.S. Phytochemistry from Butler University, Indianapolis, USA. 
 
During his tenure at Eli Lilly and Company, Dr. Bishara was responsible for Quality Knowledge Management, 
Global Compendial Affairs, Stability and Distribution Excellence, Global Product Protection, Special Security 
Substances and Controlled Substances Administration. 
 
In 2005, Dr. Bishara  became a member of the Board of Directors of Sensitech, Inc., until 2006 and continues to 
serve as Technical Advisor to their Senior Management team. Dr. Bishara was elected to the Board of Directors, 
Kodiak Thermal Technologies, Inc., in September, 2006 and has also served as a Temporary Adviser to the 
World Health Organization (WHO) since July, 2007. During summer 2008, he acted as lecturer & training 
adviser to the WHO/PDA 'Cold Chain Management on Wheels' initiative in Turkey. 
 
Dr. Bishara is the recipient of the PDA’s 2007 Distinguished Service Award, IQPC's 2008 'Most Significant 
Contribution to Cold Chain Excellence' and the 2008 School of Health Sciences, Purdue University, 
Distinguished Alumnus Award. He also contributes to the Editorial Advisory Board of American Pharmaceutical 
Outsourcing Journal and has recently become a member of the Board of Advisors of Entropy Solutions Inc. 
 
In his role as chair of the PCCIG, Dr. Bishara has worked consistently towards harmonization of the many global 
regulations and guidelines for the transportation of pharmaceutical and biotech products and frequently chairs 
and presents at industry leading conferences. 
 



Steven Jacobs 
 
As president of Global BioPharm Solutions Steve acts as a consultant/contractor to biotech and pharmaceutical 
companies as well as clinical sites and hospitals to provide clinical supply chain solutions and troubleshooting. 
He creates and implements processes and procedures and does training and coaching to improve and mitigate 
teamwork, communication, conflict and cultural problems and delays. He has also helped companies improve 
clinical supplies team dynamics, process efficiencies and overall delivery performance. As president and Global 
COO of Bilcare, Inc., Steve was responsible for making the global organization a serious end-to-end worldwide 
clinical supplies company competitor, in the contractor space, for the pharmaceutical and biotech industry. He 
was also responsible for leading, developing and mentoring the people that reported to him as well as those on 
his team. The highly skilled and quality oriented people he was privileged to lead were responsible for 
formulation, analysis, packaging, labeling, IVRS, distribution, reconciliation and destruction of all clinical 
supplies. 
 
Steve was a member of the JJPR&D (Johnson & Johnson Pharmaceutical Research & Development) global 
clinical supplies unit (GCSU) in charge of US operations at the Spring House, PA facility. He was responsible for 
packaging, labeling, distribution and destruction of clinical supplies for international clinical studies. He was 
involved in numerous global projects, amongst which were: automation of the GCSU processes, global 
warehousing and distribution and change management. 
 
Prior to that he was the manager of the investigational supplies group at McNeil Consumer and Specialty 
Pharmaceuticals, where he was responsible for clinical trial coordination, manufacturing, packaging, labeling, 
distribution and destruction of clinical supplies. His international clinical supplies 
and supply chain management experience started at Otsuka America Pharmaceuticals, a Japanese 
pharmaceutical company in the Washington, D.C. area. 
Before joining the pharmaceutical industry he was a U.S. Army Aviation officer where he handled global 
logistics for, and was also "pilot in command" of helicopters and airplanes.Steve has a bachelor's degree in 
pharmacy from the University of the Sciences in Philadelphia and an MBA, with a specialization in Global 
Management, from the University of Phoenix. 

 



Alisa Wright 
Alisa Wright, founder and CEO of BioConvergence LLC, has over 20 years of experience in the 
pharmaceutical industry. She received her BS and MS degrees from Purdue University from the 
schools of pharmacy and engineering, respectively. Her experience includes formulation 
development of small and large molecules, leading new product launch teams, supply chain 
management, clinical trial materials manufacturing and packaging, and overall quality and 
business management. 
 
She has worked within several successful life sciences companies including Eli Lilly, Cook and 
Baxter Pharmaceutical Solutions. BioConvergence represents the fourth company she has 
founded. She has 15 years of contract service provider experience from both the sourcing and 
supplier perspectives. She is also active in improving science, math and technology education 
within Indiana and serves on several industry, economic development and education boards. 

 



What are the current challenges in the clinical trials 
supply industry from your own organisational point of 

view?  
R Bishara: As far as the challenges, one of the demographics that has changed in the 
recent year is that clinical trials are conducted on a worldwide basis.  That means a 
clinical trial could be conducted in up to 300 sites.  In that regard it becomes a major 
challenge to monitor, assure the arrival of material in time, meet the enrolment target 
date and make sure that the supply chain is able to keep up with all those demands.  
 
Another challenge is around regulatory requirements that are being introduced, 
depending on those new markets and new venues that were not used previously. To 
clarify that, the majority of clinical trials in the past were done either in Europe, in the 
United States or in the third largest pharmaceutical market in Japan.  
 
Today many other regions in the world are available and capable to conduct clinical 
trials. Recently, I read, Korea is becoming one of the major areas where the growth of 
clinical trials is continuing and it’s becoming another venue to conduct clinical trials, 
the same can be said of Singapore, the surrounding area, China and so forth.  
  



What are the current challenges in the clinical trials 
supply industry from your own organisational point of 

view?  
A Wright: My organisation is a contract service provider and we work with early stage 
companies in the early stages of clinical. Some of the challenges we’re helping them 
with is to figure out a better way to design their early stage supply chain which often 
involves both internal and external resources so that they have the opportunity to 
parlay that into a much broader supply chain. As they go to late stage clinical, there is 
a very much different approach than what the industry has used in the past;  where 
you tend to get very specific early and even get more specific as we go closer to 
market and so we’re trying to make sure that there are more options available as you 
get closer to market as opposed to fewer options. 

 

 



What are the current challenges in the clinical trials 
supply industry from your own organisational point of 

view? 
S Jacobs: The other pieces that are a huge challenge right now are comparator 
sourcing because, of course, more and more of our trials are all actually moving 
towards actually using comparators more so than placebo.  Actually how to source it, 
how to go ahead and get it into all the different countries Rafik talked about, then how 
do we blend it, how do we make sure it looks just like the other products, especially in 
the world of biotech where you might have a vial or, even more challenging, you may 
have a lyophilised product, which means there’s a cake in there that has a specific 
colour that now has to be matched with the blinding.  
  
And then, of course, something that Rafik has tremendous experience in is also 
actually trying to keep it at the right temperature, whether that’s controlled room 
temperature or refrigerated, throughout the entire distribution process and into every 
single one of these countries where you may also have issues with infrastructure, 
blackouts, not having a refrigerator, not even having transportation other than on the 
back of an animal or even a bicycle. 

 
 



 
 

What regulations do people working in this field need 

to be most aware of?  
  
 

R Bishara: An organisation or a trainer like Steve Jacobs can help you if you are a novice in this 
area.  There is a foundation that you need to know – where are you manufacturing, where you 
are putting together the double-blind package and also how you are going to transport it to the 
sites.  So, you need to pay attention on both sites, where are you are manufacturing, preparing 
the kit for the clinical trial and also where it’s being delivered.  
 
From a logistics point of view, you also need to ensure that the transportation will be happening 
under the proper conditions, whether it is a frozen, refrigerated or at control room 
temperature.  Regulators are asking per the temperature; make sure that you have the 
requirements as far as what is happening in the transportation, ensure that the quality, integrity 
and efficacy of the drug will not be influenced.  
 
Most importantly, the sponsor of the study needs to make sure that it will be handled 
properly,  such as when there is or when there are results and there is no efficacy it’s not because 
the material has been degraded but it’s because the new drug is not affected. 
 
My recommendation is you monitor any changes in the site of manufacturing and putting 
together the kit, you monitor the site where you are conducting the clinical trial and you need to 
be in touch with consultants that are monitoring all of that from a logistics point of view, from a 
technical point of view and from a regulatory requirement point of view.  Again, organisations like 
Alisa’s organisation, like Steve, are the right people to contact and to consult with. 
 



 
The increase of the East is becoming very prevalent in 

outsourcing and partnerships, are there significant 
challenges around this? 

 A Wright:  I think there are multiple challenges and so I’ll stick to just a couple that I know better 
than the others.  Companies from the Asia Pacific area wanting to reach the US market or reach 
the EU market may not have individuals that are familiar with how to do that best and so they 
tend to seek out local companies to help them at least go through their initial endeavours in that 
country and I’d say the same is true when trying to approach the markets, whether it be the 
clinical market or the commercial market in countries in Asia Pacific.  I think that everyone is well 
served when you find somebody local that really knows how things work, to make sure that you 
are able to check all the boxes and don’t get delayed due to just not being familiar with the 
regulations.  
 
I do think that the partnerships with doing a part of your supply chain through Asia Pacific but 
that’s not the intended market, there have been some increased challenges that companies have 
come across in doing that and we’ve seen some go that route and then back off because they 
haven’t had the success that they thought they were going to have in their first couple of tries.  I 
think they’ll try again.  I just think that it ends up being more difficult than we first assume when 
we travel down that road.  I know that there have been increased desires and actually some 
increases in doing clinical trials in some of these countries.  I hope that one of my other 
colleagues on the call might know what success rate companies are having in terms of doing that, 
even the increased focus on using good clinical practices which is a regulatory of best practices 
approach that you see a lot more of at this time than I have seen in the past. 

 



Could you expand with relation to good clinical trial 
practices? 

S Jacobs: Actually Alisa really opened this up nicely in the fact that the challenge that we have 
going into all these markets, whether they be what we considered in the past the emerging 
markets but in BRIC countries – Brazil, Russia, India and China – and then, as Rafik mentioned, 
Korea, Turkey, Mexico and even now down in Southeast Asia, each of them has challenges.  Both 
Russia and Ukraine are classic because they are consistently changing their regulations on the fly 
and you really need to know about those before you actually go ahead and go in.  In some cases 
I’ve seen those regulations change on a monthly basis and even a couple of times on a weekly 
basis as to what the requirements are to get stuff in.  
 
To Alisa’s point with regards to trying to get into China and India, I remember about five to ten 
years ago, everybody was talking about how wonderful it was going to be to get into those places 
and what we found out was some of the cultural challenges were staggering.  Really 
understanding the difference in culture, understanding what they really understand about good 
clinical practices and how they maintain them, we found that there was tremendous variation 
and a lot of folks got burnt in terms of going to a place and not realising that they really needed a 
lot of remediation.  
 

 
 



Could you expand with relation to good clinical trial 
practices? 

S Jacobs (Continued): The good news now is that there a lot more companies that are seeing 
success going into those areas and a lot of it is due to good networking as well as a lot of the 
good publications and even podcasts like this that allow folks to find out what are the best 
companies to use, what are the best countries to go into and what is the best way to actually 
make this work. 
 
The challenges, as Alisa said, are still staggering, even, to add on to Rafik’s point, in terms of 
understanding the customs issues, understanding what’s required for import licences, 
understanding the documentation which now consistently grows.  Back in the old days it was 
easy.  We just had to have a certificate of analysis.  Now they want to know the manufacturing 
origin and they want to know the API origin.  So, those are some more challenges as we move 
into these emerging markets. 

 



For more information about Global 
Clinical Trial Supply & Logistics  

go to: 
  
 
 
 
 
 

www.coldchainiq.com  
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