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Dear Mr. Eisen, 
  
I'm writing to provide supplemental information to the Westrick Report. While the 
Report contains some useful information, it also contains statements and 
recommendations that could lead to erroneous conclusions about UW-Madison’s 
human subjects research program.  First, the Report contains significant omissions and 
errors about UW-Madison’s existing infrastructure and ongoing initiatives. In addition, 
an overarching concern about the Report is the extent to which assertions and 
recommendations are based on perceptions or opinions treated as fact, without any 
apparent analysis of the extent to which such impressions reflect actual circumstances. 
This letter does not attempt to address every error or unsupported conclusion in the 
Report, but highlights the most significant. 
  
As a preliminary matter, as a research institution, UW-Madison aims to encourage 
discovery, translate discoveries into treatments, and contribute to economic growth in 
this state by encouraging entrepreneurial activity. The University is not invested in 
fostering a research-impeding bureaucracy. While the circumstances under which it is 
appropriate to introduce experimental drugs or devices into human beings must be 
carefully considered, if a remediable inefficiency in a process or program is identified, 
UW-Madison addresses it. 
  
Addressing inefficiencies or issues is possible only with sufficient and accurate 
information such that the root cause of a problem can be identified. Dr. Westrick notes 
that many hold the opinion that UW-Madison interprets regulations and standards 
“conservatively” by prioritizing the protection of the institution from risk or liability 
above all else. It is the case that the University prioritizes protecting potential subjects 
from gratuitous risks and takes regulatory compliance seriously; it is also the case that 
the University would be interested in knowing about situations in which a research 
project was unjustifiably delayed or disapproved. However, the Report provides no 
examples of such situations. This lack of substantiation recurs throughout the Report in 
various contexts, such as in the general comments about regulatory interpretation, the 
discussion of UW-Madison’s Institutional Review Board (IRB), the description of the 
conflict of interest program (COI), the discussion of the Clinical Research Unit (CRU), and 
in the recommendation to transfer all responsibility for clinical trials to the UW Hospital 
and Clinics Authority (UWHCA). 



  
Regulatory Interpretation 
Dr. Westrick notes that the UW’s approach to regulatory interpretation “creates a 
situation where patient safety is not given as much weight, attention or effort” and 
“stifles potentially beneficial--even life-saving--research to patients with no 
counterbalanced benefit of increased patient protection.” It should be noted that the 
regulations and standards applicable to human subjects research are intended to 
protect human subjects and, unlike Dr. Westrick’s conclusions, adherence to them is not 
widely considered to be inconsistent with prioritizing patient protection and safety. It 
also is of critical importance for potential research participants to understand the 
difference between research and treatment. The reference to “lifesaving research” 
reflects a common misunderstanding of the likelihood that a research subject will derive 
direct therapeutic benefit from a clinical trial. The beneficiaries of clinical trials are 
predominantly future patients who may benefit from treatments and therapies 
developed and informed by knowledge gained through today’s investigations, and it is 
important that potential subjects understand this when evaluating whether to 
participate in research. 
  
Institutional Review Boards (IRB) 
Institutional Review Boards (IRBs) are tasked by federal law with reviewing research that 
involves the participation of human subjects in order to ensure protection of 
participants’ rights and welfare. The Health Sciences IRB (HS-IRB) at UW-Madison 
reviews research involving medical interventions where medical expertise is required for 
evaluation. In addition, UW-Madison contracts with external IRBs for review of the 
majority of industry-sponsored studies, which are the focus of this report. Perplexingly, 
despite being informed of the role of external IRBs in oversight of industry-sponsored 
research, and that review of the UW-Madison HS-IRB was outside of the scope of this 
Report, Dr. Westrick devotes a great deal of attention to some perceptions about the 
HS-IRB, while failing to analyze the efficiency of the external IRBs. Unfortunately, the 
section of her Report on the HS-IRB contains multiple errors, assumptions, and 
omissions. 
   
First, Dr. Westrick notes that it is clear that the “University has imposed tasks on the HS-
IRB that have nothing to do with its regulatory mission and protecting the rights of 
patients” and suggests that the IRB should be divested of those responsibilities. The 
need to separate institutional responsibilities from those statutorily imposed on the 
IRBs was previously identified by UW-Madison, and significant progress has been made 
in this regard by a working group. The Report further notes that moving the HS-IRB into 
the VCRGE would exacerbate perceived problems, but no facts are provided to explain 
how or why this would be the case. 
  
The Report also erroneously describes the way in which the UW-Madison HS-IRB 
measures turnaround time, fails to note that UW-Madison’s turnaround time is 
consistent with the national average, does not describe with accuracy the rationale for 



conducting a pre-review, and incorrectly states that IRB staff do not offer assistance or 
supply PIs with templates. In fact, the primary motivation for implementing a pre-review 
process was to increase efficiency and decrease the likelihood of an application 
undergoing multiple rounds of committee review, which can engender significant 
delays. UW-Madison’s turnaround time includes pre-review time, and the IRB staff offer 
suggested language as well as template consent forms, which are available to and often 
used by UW-Madison’s investigators. The Report also implies that it is problematic that 
SOPs provided by the IRB had redlined tracked changes, but does not explain the reason 
– namely, that the revisions reflected changes to federal regulations initially slated to go 
into effect on January 29, 2018, but were later delayed until July 19, 2018. 
  
Conflicts of Interest (COI) 
In the realm of COI management, Dr. Westrick’s perception that COI management in 
human subjects research is “one size fits all” no matter the type of research, the degree 
of the conflict or the design of the clinical trial is incorrect. It is the case that certain 
measures, such as disclosure of a potential conflict, would be commonly utilized. 
However, in the case of human subjects research, if an investigator has a potential 
conflict, they would most likely be issued the University’s standard management 
plan. The standard management plan takes into consideration the risk level of the 
human subjects research.  If minimal risk, a disclosure to subjects of the COI is required, 
and the conflicted individual is limited in some aspects of the study (e.g., recruitment, 
consent), but s/he can participate in the research, and can request an exception to the 
standard limitations.  For more than minimal risk research, the individual is prohibited 
from serving as principal investigator, co-investigator or key personnel on the human 
subjects protocol, but again, an investigator can request an exception to this 
prohibition. The exception request process involves the Dean’s Office presenting to the 
COI Committee for its evaluation study-specific information such as the investigator’s 
proposed involvement in:  research design; subject enrollment; clinical care; data 
collection, analysis and management; adverse event identification and reporting; and 
reporting of results in publications and presentations. The exception request 
mechanism is used by the COI Committee to impose safeguards, while still allowing 
investigators who are uniquely qualified to participate in research to do so in some 
capacity. Although the Report suggests that investigators with potential conflicts have 
been informed that they cannot participate in research, it provides no example of the 
COI Committing imposing an absolute bar on an investigator’s participation in research. 
Rather, as discussed above, the approach is to manage the activity appropriately. We 
also note that that industry sponsors also must review COIs of investigators in their 
studies and may implement similar limitations on activities for our researchers.   
  
Training, Quality Management, Quality Assurance 
The Report unfortunately omits relevant information about UW-Madison’s training, 
quality management, and quality assurance infrastructure. 
  



With respect to personnel training, the Report suggests that training offered by the 
Institute for Clinical and Translational Research (ICTR) is insufficient, but fails to mention 
additional training modules currently under development, or those already in effect and 
mandated, such as, for example, Good Clinical Practice Training, ethics training, and 
Bloodborne Pathogen training. 
  
Dr. Westrick’s description of UW-Madison’s Quality Management/Quality Assurance 
Unit fails to identify those functions already in existence at UW-Madison, and implies 
that UW-Madison lacks a quality assurance function. Aspects of quality management 
and quality assurance occur within the Quality and Compliance Oversight and Advisory 
Committee (QCOAC) and its Operations Committee (QCOC) within the VCRGE’s Office of 
Research Compliance, as well as within ICTR and the Carbone Cancer Center (UWCCC). 
Some examples of these activities follow. 
  
ICTR’s Study Monitoring Service (SMS) Program serves as the independent study 
monitor of record for those investigators requiring or desiring such oversight and 
conducts directed or for-cause reviews.  The UWCCC provides monitoring of clinical 
research studies with the Carbone Cancer Center, in addition to providing education and 
training for its investigators, and a Data and Safety Monitoring Committee. 
  
The FDA Regulated Research Oversight Program’s (FDA Program) Operations 
Committee, overseen by an Executive Committee, champions process improvement 
initiatives to help assure FDA-regulated research conducted at UW-Madison and/or by 
UW-Madison investigators meets FDA requirements and standards. In addition to 
creating educational, guidance and resource materials for investigators, the FDA 
Program is charged with tracking INDs/IDEs held by UW-Madison investigators, and 
auditing FDA regulated studies to assure compliance with FDA requirements, among 
other functions.  
  
The Noncompliance/Corrective and Preventive Actions (CAPA) Working Group was 
formed to develop guidance for study teams on how to identify root causes and develop 
corrective action plans. This group is comprised of representatives from the FDA 
Program, Health Sciences IRBs, UWCCC, and the Office of Research Compliance.  
  
The Human Research Protection Program (HRPP) Education Working Group, comprised 
of representatives of the Office of Research Compliance, ICTR, SMPH, UWCCC and the 
Office of Research and Sponsored Programs (RSP), was formed in response to a general 
need for expanded education and training options for research teams. 
  
The QCOC facilitates the monitoring of the quality, effectiveness, and efficiency of the 
UW-Madison Human Research Protection Program (HRPP), including compliance with 
organizational policies and procedures, and applicable laws, regulations, codes, and 
guidance. Its advisory committee (QCOAC) is charged with identifying institutional 
priorities, deficiencies, improvements, and determining appropriate resource allocation. 



  
The Office of Research Compliance’s Post-Approval Monitoring (PAM) Program conducts 
directed and routine reviews across campus for studies that are not subject to review by 
one of the above units. The PAM Program also assists with compliance efforts when 
requested. 
  
Clinical Research Unit 
The discussion of the Clinical Research Unit (CRU), contains several implications and 
assumptions grounded in error. For example, the Report suggests that the CRU is 
underutilized and incapable of passing a sponsor audit. In fact, the CRU is operating at 
near capacity, almost half of the studies in which the CRU is used are industry-
sponsored, and the CRU has passed numerous sponsor audits. Dr. Westrick discusses an 
audit conducted two years ago by a Contract Research Organization (CRO) preparatory 
to a potential partnership, and suggests that the initiative was halted because the CRU 
could not address what the CRO identified as deficiencies. The Report neglects to note 
that some of the issues raised in the audit reflected a lack of understanding, on the part 
of the CRO, of the CRU’s operations, and that the CRU did not respond to the audit -- 
not because it was incapable of addressing or responding to the CRO’s findings -- but 
because the CRU elected to prioritize other opportunities and declined to pursue that 
initiative.  

  
Transferring Responsibility for Clinical Trials to UWHCA 
Finally, it should be noted that the Report recommends transferring responsibility for 
clinical trials, as well as current University employees with expertise in these areas, to 
UWHCA without providing any factual rationale as to why UWHCA would be a 
preferable home for such activity. UWHCA is statutorily and contractually obligated to 
support UW-Madison’s education, research and clinical activities, and prohibited from 
accepting research grants conducted under the scientific oversight of a UW-Madison 
investigator, and thus lacks the infrastructure and authority to manage UW-Madison 
research activities. UWHCA is a critically important partner for UW-Madison and its 
willingness to support UW-Madison’s research enterprise is integral to the success of 
both UWHCA and UW-Madison. Despite making a wholesale recommendation to 
transfer clinical trial management to UWHCA, the Report contains no analysis about 
process improvements that could be made by UWHCA to facilitate clinical trials that 
require access to records or facilities controlled by UWHCA. 

* * * 
UW-Madison welcomes information that can help the University find efficiencies and 
improve its processes and programs. The University appreciates that some suggestions 
in this Report are worthy of consideration, and in fact some initiatives recommended in 
the Report were underway prior to Dr. Westrick’s review. As noted above, we have not 
attempted to provide an exhaustive list of the Report’s significant deficiencies, but have 
highlighted several in order to provide more accurate information about the human 
subjects research program. 

  



Sincerely, 
Dr. Norman Drinkwater 
Interim Vice Chancellor for Research and Graduate Education 
University of Wisconsin-Madison 
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