
Minutes* 
 

Senate Research Committee 
Monday, May 5, 2002 

1:15 - 3:00 
238A Morrill Hall 

 
 
Present: Gary Balas (chair), Victor Bloomfield, Sharon Danes, Steve Gantt, David Hamilton, Paul 

Johnson, James Luby, Sharon Neet, James Orf, Mark Paller, Thomas Schumacher, 
Charles Spetland, Charles Stech, Barbara VanDrasek 

 
Absent: Gerry Baldridge, Kathleen Conklin, James Cotter, Robin Dittman, Sabine Fritz, 

Katherine Klink, Phillip Larsen, Scott McConnell, Ted Powell, Virginia Seybold 
 
Guests:  Susie Bullington, Dr. Paul Sitze, Dr. Joel Albers; Edward Wink (Sponsored Projects 

Administration), Win Ann Schumi (Oversight Analysis and Reporting) 
 
[In these minutes:  (1) essential medicines; (2) REPA forms; (3) research and budget cuts] 
 
 
1. Essential Medicines 
 
 Professor Balas convened the meeting at 1:15 and began by recalling that the Committee had 
discussed essential medicines with Ms. Greta Bauer and associates last fall and at that time had promised 
it would put the item back on the agenda in order to keep track of an evolving issue.  Ms. Bauer was 
unable to join the meeting but Dr. Sitze, Dr. Albers, and Ms. Bullington could.  First he said the 
Committee would hear from Vice President Hamilton.   
 
 Dr. Hamilton said he would begin by defining what he thought essential medicines are:  a list of 
medications identified by the World Health Organization as essential to the well-being of people; the list 
is of especial concern for poor and developing countries.  Last fall he was inaugurated into the issue, and 
there was talk about changing the University's intellectual property policy to include a clause that seems 
to be found in some other university policies that gives inventors the right to refuse a license for an 
invention that has been patented.   
 
 After that initial discussion last fall, Dr. Hamilton told the Committee, he had a meeting with the 
group led by Ms. Bauer; included were Mr. Rotenberg, the University's General Counsel, Vice President 
Gardebring from University Relations, Ms. Schumi, and Mr. Strauss, head of the Patents and Technology 
Marketing.  They had a reasonable dialogue and he understands what the AIDS coalition wanted.  After 
that meeting he talked to a lot of people both at Minnesota and other universities.  There is a broad 
interest seeing changes made to intellectual property policies.  But the best advice he received, he said, is 
that the University should not make changes to its policy:  The University is not the culprit.  There is a 
great deal of sympathy with the proposition that essential medicines should be delivered to people who 
need them. 
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 Dr. Hamilton said he made this point before:  There are a lot of problems associated with 
delivering things in Africa.  Even people involved in charitable groups in Africa who are receiving drugs 
are not above making a buck on their own; some take shipments for Africa and sell the products in 
Europe for higher prices.  Graft is rampant and one never knows if the people one is dealing with are 
honest or not.  It appears that graft is a way of life in sub-Saharan Africa.  As a result, he has opted not to 
recommend any change in the University's intellectual property policy.  The issue is beyond the 
University and there are other ways to approach the problem.   
 

It has been reported that Glaxo has voluntarily lowered the prices of Combivir, crucial to 
treatment of HIV/AIDS, being sold in developing countries (because they are competing with generic 
medications being produced in India).  Whoever called Glaxo about this had an effect; Dr. Hamilton said 
he was glad they did and he was very surprised at what Glaxo proposed. 
 

Dr. Paller said that Combivir does not contain abacavir or carbovir.  Dr. Albers reported that 
carbovir is the precursor to Ziagen (generic abacavir).  [Ziagen is the medicine on which the University 
holds a patent.] 
 
       Dr. Sitze told the Committee he has worked with Dr. Albers, Ms. Bauer and Susie Bullington on 
the issue and that they are passionate about it.  They have done a lot of research and hope to persuade the 
Committee to recommend a change to the University's patent policy. 
 
 Dr. Sitze agreed with Dr. Paller that carbovir and combivir are distinct chemical compounds and 
then commented that the WALL STREET JOURNAL article quoted by Dr. Hamilton indicated that 
Glaxo's price-lowering did not include lower prices on any carbovir-based compound.  But the drug 
abacavir, patented by the University of Minnesota, is on the World Health Organization essential 
medicines list.  So there is still a problem. 
 
 There is a paradigm shift occurring in patent and technology transfer policy, Dr. Sitze argued, and 
people are looking at the University of Minnesota as a potential leader.  He circulated copies of an article 
written by Lita Nelson (Director of Technology Licensing at MIT) discussing the issue; he could not 
provide copies because the article was not yet published and could not be quoted.  The points made were 
that universities should not grant exclusive licenses and that while they are not the culprits, they need to 
build protections into their patent agreements for essential medicines.  The agreements should also 
include milestones so that if something is determined to be an essential medicine it can be provided to 
people who are sick--the idea is to use a health threshold, not a market threshold (that is, the medicine 
should be delivered to X% of people who are sick). The agreements should provide that essential 
medicines can be delivered to developing countries.  The needs of institutions and companies need to be 
balanced.  MIT is leading the way on this, he said. 
 
 What is the current MIT policy, Professor Balas asked?  Dr. Sitze clarified that Ms. Nelson's 
article was not a policy but a document proposing discussion on best practices.  In the article, Dr. Sitze 
said, Ms. Nelson says that the Association of University Technology Managers has a special interest 
group on essential medicines and will track the issue, so they will take it on and provide institutions with 
a best practices guide.  Why does not the University of Minnesota want to lead in this paradigm shift, Dr. 
Sitze asked?  He urged that the Committee reconsider the University's patent policy.  The University's 
mission statement stipulates that University knowledge and products should be available to the nation, 
state, and the world; by licensing a drug exclusively to Glaxo, the University paradoxically puts its 
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mission statement in question because the company to which it has granted an exclusive license has not 
made abacavir available to the nation, state, and world.  Even accepting the questionable assumption that 
Africa is corrupt, that does not mean the University should not clean up its own procedures and policies. 
 
 Dr. Sitze also circulated a resolution introduced to the American Medical Student Association 
House of Delegates by University of Minnesota medical student Quy Ton and described it as further 
evidence of a paradigm shift from market-based to access-based licensing of patents on essential 
medicines.  The resolution set forth principles similar to the ones discussed by Ms. Nelson at MIT and 
advocated by Drs. Bauer and Sitze and Ms. Bullington and others requiring special attention to the 
patenting of essential medicines.  Dr. Sitze reported that the resolution was passed in early 2003 and is 
now part of the official principles of the nation's medical student association.  Dr. Sitze asked the 
Committee to consider this resolution and concluded by observing that he was in contact with graduate 
and medical students who are asking similar questions about patent policies at a number of prominent 
universities (e.g., MIT, Princeton, McGill, Dartmouth, Yale, Columbia, etc.).  This is further evidence of 
a paradigm shift, he said. 
 
 Dr. Sitze asked Vice President Hamilton what his evidence was for not proposing any change to 
the University's policy.  Dr. Hamilton said his advice came as a result of discussion with a number of 
knowledgeable individuals.   
 
 Dean Bloomfield said that while he did not mean to trivialize the essential medicine concerns, it 
is also true that there is a problem IN THE UNITED STATES with affordability of drugs.  U.S. citizens 
pay more for drugs than do people in the rest of the world.  The implication from this argument might be 
that the University should not license a drug unless the company agrees to make it affordable to U.S. 
markets as well.  Dr. Sitze agreed that this is a significant problem.  He noted that Ms. Nelson from MIT 
argues that only with big markets one can create incentives to drop patents in developing countries.  So 
the argument is just for developing countries, Dean Bloomfield asked?  Dr. Sitze said, essentially, yes, 
and added that there is no good answer to the question of global marketing of essential medicines. 
 
 To give the Committee a sense of what a changed patent policy might look like, Dr. Sitze read a 
short document to the Committee: 
 
  We request that the University of Minnesota Board of Regents: 
 

(1) draw on its powers as inventor of and patent-holder on crucial elements of the 
HIV/AIDS drug abacavir (ABC) actively to negotiate with GlaxoSmithKline to (a) issue 
sub-licenses facilitating the production and distribution of affordably-priced generic 
versions of abacavir or any other carbovir-based molecule; and (b) nullify patents on 
abacavir in middle- and low-income (non-OECD) countries; and  
 
(2) insert binding clauses, consistent with the principle of "accessibility" set forth in 
Subdivision 4 of the University's Mission Statement, into Section IX of the University's 
Intellectual Patent Policy ('University Responsibilities'), ensuring that worldwide access 
to University-owned medicines, treatments, and procedures essential to human health not 
be obstructed through patent-based licensing agreements. 
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 How to build in these protections is tricky, Dr. Sitze commented, and the University will have to 
use its best wise judgment because these are not easy decisions.  He repeated that there is a paradigm shift 
underway and the University can either get on the bus or be left behind. 
 
 Dr. Albers said that up until two years ago there was a University patents and technology transfer 
policy that had language similar to what they are suggesting.  When the new intellectual property policy 
was adopted, a lot of those good provisions were excised.  Why were these changed, he asked? 
 
 Professor Balas noted that a patent is an exclusive license and is why companies pay the 
University.  Without it, an invention has no worth, and it is not clear what worldwide distribution would 
do to the value of the patent.  Dr. Sitze said he could not speak to the technicalities but that the main point 
is that the framework for the patenting of essential medicines will be based on whether tsuch medicines 
are accessible around the world.  The MIT author identified four different ways that medicines could be 
licensed and yet still provide for the needs of developing countries.  Her document is a good document, 
Dr. Sitze said, because it is mindful of the paradox that if the University does not grant an exclusive 
license, no company will develop a product, but if it does grant such a license, the company charges high 
prices so the product is not available in developing countries. 
 
 Dr. Sitze said that in addition to the measures Ms. Nelson proposes, he believed drug companies 
should also be required to list their expenses.  Glaxo did not bear the expense of developing abacavir--that 
cost was paid by NIH.  There is a need to know the specific dollars spent on research and development of 
drugs that the company is entitled to recoup, but groups have not been able to obtain those data.  
Companies market a lot of drugs, not all of which pay off, Professor Balas observed, so the expenses of 
many drugs need to be included.  There could be an algorithm developed, Dr. Sitze said.  Dr. Albers said 
that in the case of abacavir, Glaxo spent about $40 million on development costs, and at the most the 
costs were less than $100 million, compared to the $500-600 million that the company claims.  There is a 
disconnect between the prices that companies charge and the costs they incur to develop drugs.  Dr. 
Albers told the Committee that "Glaxo received accelerated approval status for abacavir from the FDA.  
Clinical trials included small sample sizes, of short duration and surrogate outcome measures.  Glaxo 
spent only $1.9 million on Phase III trials, the most expensive phase of research and development." 
 
 The knowledge must be made public before there can be a discussion, Dr. Sitze said.  The 
University should be able to ask a company what its costs will be before it grants the company an 
exclusive license, in order that there can be a debate beforehand and in order to hold companies 
accountable afterwards.  Dr. Paller said that while universities might be able to do something, each 
license is different, each negotiation is different, and in each case there are different data available.  The 
current average cost for developing a drug is estimated to be $800 million.  The Committee could 
recommend that licensing associations be aware of the issues, and the guidelines from MIT are excellent--
and if they can be adopted, that is fine--but if a drug sits on the shelf for years because no company will 
develop it, that is not the answer.  The federal government has a right to take an exclusive license away; 
the University need not invent language because the law is already in place. 
 
 The document from MIT is not official policy, Professor Dahlberg asked?  It was written by the 
MIT official who heads their patent office.  It is a good idea to have the document in front of licensing 
officials, Dr. Sitze said.  He said he worried, however, that if it merely an ethics guideline it is there to fail 
if a product is licensed to a highly competitive corporation.  The University must keep its patent policy in 
line with its mission. 
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 It is easier to negotiate these points when two or more companies are contending for licensing, 
Dean Bloomfield observed.  Dr. Albers said that consultantships between researchers and companies 
create pressure to license with one company; this problem needs to be addressed.  "A GAO report from 
1998 of ten major universities' licensing practices found that licensing priority often is given to a 
company that was a co-sponsor of the project from which the invention came."  Professor Balas said that 
the University's conflict-of-interest policy covers this situation; he said he did not know how much 
stronger it could be.  According to a The New England Journal of Medicine article in October, 2002, there 
should be zero involvement between the researcher and company, not even the $10,000 limit that the 
University policy permits, Dr. Albers said.  He also said that the figure Dr. Paller cited as the average 
drug development cost, $800 million, is highly disputed.  There is no good basis on which to evaluate 
what drug companies spend, he said; other researchers estimate the average cost of developing a drug to 
be about $100 million.  "The $800 million does not account for the 20% research and development tax 
credit, it contains unrealistic scenarios of risk, and an average cost has limited usefulness because costs 
may differ greatly between innovative drugs and me-too drugs, or between drugs for chronic diseases and 
drugs for acute infections." 
 
 Inasmuch as there was no motion on the floor, and none was made, Professor Balas thanked Drs. 
Albers and Sitze and Ms. Bullington for joining the meeting. 
 
2. REPA Form 
 
 Professor Balas turned now to Dr. Hamilton for an update on the REPA form.  (REPA is an 
acronym for Report of External Professional Activities.) 
 
 Dr. Hamilton distributed copies of a handout with details on compliance with filling out the 
REPA forms by college or administrative unit.  The form has been completely redone during 2002, he 
said.  A week before this meeting about 700 of the approximately 7500 people required to fill out the 
REPA had not done so, some for quite legitimate reasons.  They have also had some very nice responses, 
to the request to fill out the form, from people expressing regret they had not done so--and many of whom 
did so in response to the prompt. 
 
 How do they know who has not filed?  By management reports sent to the units.  Overall there 
has been, to date, about a 90% compliance rate; Dr. Hamilton said he intends to have that number reach 
100%.  The most frequent problem they have encountered is that people are mis-appointed in PeopleSoft.  
Since they draw on PeopleSoft to identify those who must fill out the REPA, they rely on it being correct.  
They have learned that it is not--but when they are done, the PeopleSoft appointment information WILL 
BE correct.  The errors they have discovered are inadvertent. 
 
 What percentage of the non-respondents must put in place a process to avoid a conflict of interest, 
Professor Balas asked?  Very few, Dr. Hamilton said; perhaps 5%.  Ms. Schumi pointed out that if 
someone has an approved management plan, they would have filled out the form; they would not have 
done so if a plan is being negotiated. 
 
 Vice President Hamilton also distributed an excerpt from the report by college, indicating which 
individuals had and had not filled out the REPA.  This report is only available to a few people in each 
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college, he said.  Dean Bloomfield said he wanted it noted that the Graduate School had 100% 
compliance with filling out the form! 
 
 There has been discussion of merging the REPA and ROC (Report on Outside Consulting) forms, 
Professor Balas recalled.  The ROC is the most under-used form at the University, Dr. Hamilton 
commented, and it creates a lot of anger.  Faculty who have completed it in the past refuse to do so again.  
It is his view that the two should be merged into a single document.  Vice President Maziar began that 
process because she believed everyone should report any change in their status.  That is essentially a 
ROC, so it should just be included in the REPA and updated as needed.  This Committee will be a part of 
the process of modifying the documents, he assured Committee members. 
 
 If a new filing is required for a change in status, why are periodic filings required when there is 
no change in status?  The policy does not require that the form be filed if there has been no change, Dr. 
Hamilton said.  People are resisting and the policy needs to be modified if the University is to obtain 
compliance.  This is an important issue. 
 
 Mr. Schumacher said the Committee should think about cultural change and how the landscape is 
changing.  There is a lot of federal activity around conflict-of-interest management; federal agencies are 
looking at mandatory annual reporting as an honesty check.  They are also looking at how institutions 
manage conflicts and accountability.  There will be regulations, which came out of concerns about 
financial conflict of interest in human subjects research; the question is how much latitude institutions 
will have.  There are recommended guidelines already. 
 
 The University is under the microscope from one federal agency, Dr. Hamilton said.  One 
question they have is how to deal with reporting financial conflicts of interest.  This is a very big issue, he 
agreed.  Internal auditors are looking at the REPA forms and cite a problem in a unit when the forms are 
not filed.  It seems like the University is very active on this issue, Professor Balas commented.  The 
University is a model system, Dr. Hamilton responded.  Many institutions ask the University how to do 
things and he will be talking to a national council of research administrators on these issues.  A lot of 
institutions require filing forms when someone applies for a grant, Ms. Schumi reported; the University 
requires reporting across the board.   
 
 People who have nothing to report should not need to fill out the form, some say, Professor Balas 
pointed out.  The policy requires that everyone file, Dr. Hamilton responded.  The form is much better 
than it used to be, Professor Neet added. 
 
 If someone fills out the REPA and it raises a flag, then what, Professor Dahlberg asked?  It goes 
to the department head for approval; if there is a red flag, the individual and the department head work out 
a management plan that must be approved by the dean, Dr. Hamilton said.  If the dean has a problem, he 
or she can refer the issue to a conflict review committee and the dean can accept or reject its 
recommendations.  If the department head sees that something needs to be changed, is that automatically 
accepted, Professor Dahlberg asked?  It is not, Dr. Hamilton said; the dean must approve. 
 
 In response to a question from Professor Orf about how to achieve compliance with policies, Dr. 
Hamilton said there is someone in his office going over all research-related policies to red-line them.  
Revisions will be brought to this Committee and others until they are satisfied they have a workable 
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policy; after that the revisions will be brought to the Board of Regents.  These revisions will likely come 
to the Committee in the fall. 
 
 Where do people learn about filling out the ROC, Professor Balas asked?  No one tells people 
about it, Dr. Hamilton said.  The form needs to be put into better shape. 
 
3. Research and Budget Cuts 
 
 Professor Neet reported that budget constraints have led to cancellation of leaves and internal 
research grants.  It may be that the Committee should look at the state of research at the University and 
the impact of budget cuts, she suggested.  These actions affect faculty development, she said, and were 
imposed without discussion.  Professor Balas said he would ask Professor Massey about them because he 
has responsibilities related to faculty development in Dr. Maziar's office.  Dr. Hamilton said it is 
worthwhile asking if units are making cuts that have a disproportionate effect on research.  They are 
having an effect, he said; in one college there are ten faculty lines that will not be filled, which is 
devastating because those faculty would have brought in a large amount of research funding and a lot of 
new ideas and approaches.   
 
 Professor Balas said he would keep the Committee informed over the summer and would canvas 
Committee members for ideas about what the Committee should take up next year.  He wished everyone a 
good summer and adjourned the meeting at 2:30. 
 
      -- Gary Engstrand 
 
University of Minnesota 
  


