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EXECUTIVE SUMMARY 

The Masonic Cancer Center (MCC), University of Minnesota (UMN) places the utmost importance on 

minimizing risk for the individuals participating in cancer related investigations. The primary responsibility 

for ensuring this safety is held by the principal investigator (PI) for the clinical trial. This data and safety 

monitoring plan outlines the roles and responsibilities of the principal investigator, Masonic Cancer Center 

and the University of Minnesota in maintaining the safety of cancer related clinical investigations.  

The MCC Data and Safety Monitoring Plan (DSMP) details the roles and responsibilities of the three 

accountable units (PI, MCC and UMN) and the processes that are utilized by these accountable units to 

ensure the highest quality clinical research is conducted while optimizing participant safety. 

The PI is responsible for all aspects of trial conduct including clinical trial management, data acquisition 

and data and safety monitoring. The monitoring and oversight of clinical trial conduct is directly based on 

risk assessment. This DSMP provides the detail necessary for the PI to provide the oversight necessary for 

compliance with local and federal regulations. 

The MCC has the responsibility of clinical research oversight through the Executive Clinical Research 

Leadership (CRL) Committee. This committee oversees the function of  the Cancer Protocol Review 

Committee (CPRC) and the Data and Safety Monitoring Council (DSMC) of the Masonic Cancer Center. 

The CPRC has the role of assessing scientific merit, assessing trial risk and confirming prioritization of 

clinical trial conduct within the Masonic Cancer Center. The DSMC has the responsibility of ensuring the 

safe conduct of clinical trials and compliance with trial data and safety monitoring plans. 

The MCC exists and functions within the structure of the UMN and as such is subject to the University’s 

conflict of interest guidelines and regulatory standards. Links to these guidance documents are provided 

in the DSMP. 
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ACCOUNTABILITY UNITS 

1. PRINCIPAL INVESTIGATOR RESPONSIBILITIES 

The Masonic Cancer Center, University of Minnesota places the highest priority on minimizing risk to 

individuals participating in cancer-related research. The PI of a clinical trial is responsible for the adequacy of 

the design and oversight of the trial. The PI holds full responsibility for personally conducting or supervising 

the conduct of the clinical study, including all clinical and regulatory activities. 

The PI of a clinical trial may delegate tasks, but not responsibilities. 

Principal Investigators must be aware of the specific responsibilities they undertake when conducting 

research. These responsibilities include all actions taken by anyone acting on the PI’s behalf, members of the 

research team, or any organization to whom the PI delegates tasks and activities. Regardless of who carries 

out a study-related activity, the PI is accountable for how the task is conducted. 

1.1 UMN REQUIRED TRAINING 

The University of Minnesota requires PIs to complete training in Human Subjects Protection and Good 

Clinical Practice (GCP) per Section 3.1 of the DSMP. 

1.2 PROTOCOL DESIGN 

The PI must ensure the protocol contains an adequate data and safety monitoring plan prior to submission 

to the Cancer Protocol Review Committee. The protocol data and safety monitoring plan must include, but is 

not limited to the elements listed below. The data and safety monitoring plan or a supplemental protocol 

document must specify who is responsible for conducting onsite monitoring, extent, frequency, and scope. 

 Management, quality assurance, storage, and access to data 

 Adverse event collection and reporting 

 Dose limiting toxicity 

 Stopping rules  

1.3 RISK ASSESSMENT PLAN 

The CPRC is responsible for determining a trial’s level of risk. Risk is determined by multiple factors including, 

but not limited to: trial phase, conflict of interest, trial complexity, whether the trial is conducted under an 

IND/IDE, and PI experience leading clinical trials. Assigned trial risk determines if a trial meets the 

requirements for clinical trial monitoring and the frequency of DSMC review. (see Attachment 1: MCC Risk 

Assessment Checklist) 

1.4 CONFLICT OF INTEREST 

The potential for a conflict of interest arises when a member of the study team is in a position to influence 

research decisions or trial conduct in ways that could lead directly or indirectly to financial gain or advantage 

for the study team member or his or her family. 
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The UMN has established mechanisms to identify and manage potential conflicts, including annual 

disclosure requirements, research and sponsored project application questions, and informal 

communications. [http://www.compliance.umn.edu/conflictHome.htm] 

1.5 TRIAL CONDUCT 

Prior to implementing a trial, the PI must receive written approvals from the CPRC, Institutional Review 

Board (IRB), and Food and Drug Administration (FDA) if applicable. If the PI is a member of any of the 

approval committees, the PI must recuse himself/herself from the review and vote. The PI must ensure the 

trial is conducted according to the approved protocol and relevant regulations. To adequately conduct and 

supervise the conduct of the trial, the PI must: 

 Know and follow MCC and University requirements and applicable FDA regulations 

 Ensure continued scientific and clinical relevance and validity of the trial 

1.6 REQUIRED REPORTING 

The PI is responsible for ensuring the following reports are submitted appropriately and within their 

required timeframes as applicable for the scope and design of the trial per University and Federal guidelines: 

Report Must Submit To 

SAE Reports, including events that occur at Fairview 
Community sites and any participating sites  (see Attachment 
2: Serious Adverse Event (SAE) Reporting) 

IRB of Record, FDA, SAE 
Coordinator, Sponsor 

Protocol Amendments IRB of Record, FDA, CPRC, Sponsor 

Continuing Review Applications IRB of Record, FDA, CPRC 

DSMC Progress Reports DSMC 

Suspension or termination of trial for safety or non-
compliance, i.e. serious findings that would threaten the 
protection of the subjects or the integrity of the study 
results 

IRB of Record, CPRC, FDA, DSMC, 
Executive CRL, Sponsor, NCI 
Program Director responsible for 
funding the trials 

 

1.7 MULTISITE MANAGEMENT 

Oversight of MCC investigator-initiated trials with participating sites is the direct responsibility of the PI. (see 

Attachment 3: Procedures Manual for Participating Sites) 

 

1.8 TRIALS CONDUCTED UNDER AN IND/IDE 

A PI who holds an IND/IDE holds all PI obligations as well as all sponsor responsibilities, including all 

commitments outlined in FDA Form 1572 or the Protocol Statement. FDA CFR 21  

  

http://www.compliance.umn.edu/conflictHome.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312&showFR=1&subpartNode=21:5.0.1.1.3.4
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2. MASONIC CANCER CENTER OVERSIGHT 

2.1 EXECUTIVE CLINICAL RESEARCH LEADERSHIP COMMITTEE 

Responsibility 

The MCC’s Executive Clinical Research Leadership (CRL) Committee is responsible for overseeing all cancer-

related interventional clinical research. The Executive CRL meets monthly and its responsibilities include: 

 Approving the Masonic Cancer Center’s Data and Safety Monitoring Plan 

 Appointing the committee chairs and membership for the Data Safety and Monitoring Council and 
Cancer Protocol Review Committees 

 Semi-annually reviewing both CPRC and DSMC action summaries 

Membership 

Director, MCC; Chair, Executive Clinical Research Leadership and Deputy Director, MCC; Co-Associate Directors 

for Clinical Research, MCC; Executive Director and Associate Director for Administration, MCC; Medical Director, 

Clinical Trials Office, Cell, Gene and Immunotherapy Initiative, MCC; Medical Director, Clinical Trials Office, Solid 

Tumor Unit, MCC; Associate Director of Cancer Prevention and Control, MCC; Oncology Service Line Co-Leads, 

Fairview Health Services; Director of Cancer Survivorship Services and Translational Research, MCC; Operations 

Director, Clinical Trials Office-Solid Tumor Unit (CTO-STU); Operations Director, Clinical Trials Office-Cell, Gene 

and Immunotherapy (CTO-CGI); Clinical Directors, Clinical Trials Office, MCC; Senior Regulatory Manager, Clinical 

Trials Office, MCC; and Finance Manager, MCC. (see Attachment 5: Executive Clinical Research Leadership 

Roster) 

2.2 CANCER PROTOCOL REVIEW COMMITTEE 

Responsibility 

The Cancer Center Protocol Review Committee (CPRC) is responsible for reviewing cancer-related clinical 

trials for scientific merit and prioritizing protocols within the MCC. (see Attachment 5: Clinical Trial Oversight) 

To ensure safety oversight throughout a trial, the CPRC must ensure the protocol data and safety monitoring 

plan includes all required elements, as referenced in Section 1.2 of the DSMP. In addition, the CPRC assigns a 

risk level to all investigator-initiated trials which determines the frequency of DSMC review and extent of 

trial monitoring. (see Attachment 1: MCC Risk Assessment Checklist) 

The CPRC reviews investigator-initiated and industry sponsored cancer-related protocols prior to IRB 

submission and continues to evaluate the scientific merit, priority, and progress towards accrual at least 

annually as long as a trial remains open to accrual. 

The CPRC has the authority and responsibility to close a trial to further accrual if the study: 

 Is unlikely to meet its enrollment goal in the required timeframe 

 No longer has scientific relevance   

 

Membership 

The CPRC is a multidisciplinary committee whose members’ expertise includes Adult and Pediatric Hematology, 

Oncology, Blood and Marrow Transplantation, Radiation Oncology, Surgery and Surgical Subspecialties, Primary 
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Care, Pharmacology, Epidemiology, Tobacco Research, Biostatistics, and others. Members are selected by area 

of expertise to form a diversified group of clinicians and other professionals able to provide rigorous scientific 

review of study rationale and design. (see Attachment 6: CPRC Roster) 

Conflict of Interest 

To preclude any conflicts of interest, when a member of the CPRC is the PI of a protocol under review, the 

member is recused from participating in the review and vote. 

 

2.3 DATA AND SAFETY MONITORING COUNCIL 

Responsibility 

The DSMC provides ongoing data and safety oversight for investigator-initiated clinical trials in the MCC. (see 

Attachment 5: Clinical Trial Oversight) 

The DSMC reviews trial progress reports to assess trial conduct and safety-related events and to determine if the 

potential benefit to subjects continues to outweigh the risks. The frequency of DSMC review is based on the trial 

risk determined by the CPRC per Sections 1.3 and 2.2 of the DSMP. 

The DSMC has authority to request clinical trial monitoring or DSMC review at more frequent intervals.  

DSMC Clinical Trial Reviews 

The DSMC reviews all interventional investigator-initiated clinical trials regardless of protocol type, e.g. 

therapeutic, supportive Care, etc. at least annually from the time a protocol is opened to accrual until it is closed 

to accrual and all subjects have completed treatment. These trial progress reports cover trial activity at the 

Masonic Cancer Center and, if applicable, any participating site(s) and include: 

 Assessment of expectancy, attribution, and seriousness of adverse events 

 Monitoring findings 

 Protocol deviations 

 Dose limiting toxicities and stopping rule events 

 Independent notification of safety concerns from the IRB, CPRC, Executive CRL, or PI  
 

If the DSMC identifies serious safety concerns, the Chair communicates these in writing to the trial PI with a 

specified timeframe for the PI to respond or resolve the issues, or requests a for cause audit to be conducted of 

the trial. 

Suspending or Closing Trials 

The DSMC has the authority and responsibility to suspend a trial if the risk to subjects or the institution seems 

excessive relative to the benefit to the subject. The full DSMC or the DSMC Chair acting independently may 

temporarily close a trial.  

When the DSMC or DSMC chair rules to temporarily close a trial, the trial PI must communicate the decision 

to the Executive CRL, CPRC, IRB, and, if applicable, the sponsor, FDA, or other appropriate bodies. 
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Serious Adverse Event (SAE) Review 

The DSMC reviews all SAE reports regardless of trial sponsor type or risk category to ensure that protocol and 

regulatory reporting requirements have been met. The PI is required to submit a corrective action plan if the 

number of SAE reports deficient in meeting these requirements is unacceptable. 

Membership 

DSMC membership is multidisciplinary, and members are selected from diverse areas including, Biostatistics, 

Adult and Pediatric Hematology, Oncology, Blood and Marrow Transplantation, Surgical Oncology, 

Pharmacology, and others. (see Attachment 7: DSMC Roster) 

Conflict of Interest 

When a member of the DSMC is the PI of a protocol under review, the member is recused from participating in 

the review and vote to avoid any conflict of interest. 

Data and Safety Monitoring Boards 

A Data and Safety Monitoring Board (DSMB) is required for any investigator-initiated trial meeting the following 

criteria: 

 Trial generating blinded, randomized data  

 Single or multi-institutional, randomized phase ll or phase lll trial presenting more than minimal risk 

DSMBs are required to have a charter which includes: 

 Confidentiality statement 

 Plan for maintaining the study blind, including process for emergency unblinding 

 Breakdown of all blinded personnel 

DSMBs are required to meet at least annually or more often depending on the activity and nature of the clinical 

trial being monitored. The trial PI must submit all DSMB reports to the DSMC and IRB for review.  

Multi-Site Investigator-Initiated Trials 

Participating sites of multi-site Investigator-Initiated trials for which Masonic Cancer Center is the lead site are 

required to enter subject data, including adverse event and serious adverse events (SAEs), dose-limiting 

toxicities and stopping rule events into MCC’s Clinical Trials Monitoring System, OnCore. In addition, 

participating sites are required to submit SAE reports electronically to the MCC Clinical Trials Office. SAE and 

outside safety reports meeting the FDA’s criteria of a reportable SAE are distributed to all participating sites. 

(see Attachment 3: Procedures Manual for Participating Sites)  
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3. UNIVERSITY OVERSIGHT 

3.1 PI RESEARCH EDUCATION REQUIREMENTS 

The University of Minnesota has developed a comprehensive curriculum for the responsible conduct of 

research. [http://www.research.umn.edu/training/] The Office of the Vice President for Research (OVPR) is 

responsible for ensuring investigators complete OVRP-required training. Principal Investigators and study staff 

must complete training in Human Subjects Protection and Good Clinical Practice before Institutional Review 

Board approval is granted. The OVPR holds the PI responsible for ensuring all study staff working under the PI 

complete the required research training. 

3.2 INSTITUTIONAL REVIEW BOARD 

The Principal Investigator of a cancer-related trial may not submit the protocol to the UMN Institutional 

Review Board (IRB) or other IRB of record until permission is granted by the CPRC. 

The IRB provides comprehensive oversight of clinical research to ensure the safety of all human subjects. The 

IRB is responsible for reviewing and monitoring research involving human subjects to protect the rights and 

welfare of the trial participants. The IRB is responsible for reviewing and ensuring: 

 Risks and benefits to subjects are appropriate 

 Trial is conducted in compliance with Federal regulations for the protection of human subjects 
 

The IRB reviews the protocol, consent forms, amendments, related adverse events, protocol and regulatory 

compliance, and accrual progress at least annually until the trial is terminated. The IRB has the authority to 

approve, require modifications in, or disapprove all research activities, including proposed changes in previously 

approved human subject research. The IRB can suspend or terminate research for serious or continuing non- 

compliance with the Common Rule, DHHS regulations, institutional requirements, FDA regulations, or the IRB’s 

own findings, determinations, and requirements. 

If the IRB suspends or terminates a trial, the PI must notify the DSMC, CPRC, and study sponsor. 

3.3 IND/IDE OVERSIGHT 

University faculty members who file an Investigational New Drug Application (IND) or Investigational Device 

Exemption (IDE) with the FDA must submit a copy of the IND/IDE application and other related documents 

(communications, safety reports, amendments, annual reports, etc.) to the Office of the Vice President for 

Research (OVPR).  

OVPR is responsible for governing IND/IDE regulatory compliance and developing oversight processes to 

ensure IND/IDE holders meet their commitments and mitigate risks to faculty investigators and the 

institution. 

  

http://www.research.umn.edu/training/
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OVERSIGHT PROCESS 

4. MONITORING CLINICAL TRIALS 

4.1 MONITORING OVERSIGHT 

The National Cancer Institute (NCI) mandates that NCI-designated Comprehensive Cancer Centers maintain a 

system for oversight of all clinical research conducted in the cancer center. Clinical trial monitoring is critical to 

ensuring appropriate trial conduct, the validity and integrity of data, protocol compliance, and patient safety. 

Quality assurance and compliance oversight is provided by the coordination of MCC’s Clinical Trials Office (CTO) 

and Cancer Informatics Shared Services (CISS).  

4.2 MONITORING ACTIVITIES 

The Masonic Cancer Center may delegate or contract monitoring activities to organizations external to the MCC. 

All monitoring of institutional trials must comply with the UMN MMC Clinical Trials Monitoring Plan, UMN MCC 

Clinical Trials Office SOPs, and the UMN Cancer Center Data and Safety Monitoring Plan. The CTO Quality 

Assurance (QA) Manager is responsible for ensuring monitoring is conducted in compliance with these 

documents. 

The QA Manager is required to routinely review monitoring reports to identify common issues across trials, 

investigators, IND/IDE holders, and time and develop a targeted corrective action plan for improvement. 

4.3 MONITORING SCOPE 

Cancer-related clinical trials must be monitored as described in this plan if either of the following conditions are 
met: (see Attachment 1: MCC Risk Assessment Checklist) 

 High or moderate risk MCC investigator-initiated study  

 Other high or moderate risk institutional trials where the sponsor organization has transferred 
monitoring responsibility to the MCC 
 

The MCC does not monitor the following: 

 Low risk trials, e.g. trials not meeting the definition of high or moderate risk  

 Industry trials 

 National Clinical Trials Network trials 

4.4 MONITORING EXTENT AND FREQUENCY 

The CPRC is responsible for assigning a risk level to each trial under its review. (see Section 1.3) The risk level 

assigned determines the extent of clinical trial monitoring and frequency of DSMC review. 

The MCC Monitoring Plan provides a detailed description of monitoring expectations with regard to extent. (see 

Attachment 8: MCC Clinical Trials Monitoring Plan) Complete and adequate monitoring visits must be conducted 

at least every six months and include: 

 Review of regulatory documents 
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 Including review of product accountability and integrity of the study blind 

 Review of consent forms 

 100% of subjects 

 Verification of eligibility 

 100% of subjects 

 Verification of subject data against source records 

 100% of subjects enrolled on high risk trials 

 10% of subjects enrolled on moderate risk trials 

 Protocol compliance (all tests and procedures completed in window) 

 100% of subjects enrolled on high risk trials 

 10% of subjects enrolled on moderate risk trials 

 Adverse event and stopping rule reporting 

 100% of subjects enrolled on high risk trials 

 10% of subjects enrolled on moderate risk trials 
 

At the end of each monitoring visit, a monitoring report is prepared and sent to the study PI. Monitoring reports 

include: 1) verification that all required essential documents and elements of the study were reviewed and 2) a 

list any findings. The monitor works with the PI and research staff until all findings are resolved. The monitor 

forwards any significant and ongoing compliance issues to the QA Manager who forwards to the DSMC as 

appropriate. 

 

Multi-Site Investigator-Initiated Trials 

Participating sites may self-monitor on multi-site Investigator-Initiated trials for which Masonic Cancer Center is 

the lead site. They are required to follow the MCC Monitoring Plan or, if an NCI Designated Cancer Center, they 

may follow their own NCI approved Data and Safety Monitoring Plan. Alternatively, an external monitoring 

entity can be used to monitor the trial if the MCC Monitoring Plan is followed. In cases where MCC has 

contracted with a clinical research consortium to coordinate a multi-site Investigator-Initiated trial, extent and 

frequency of clinical trial monitoring may be modified to accommodate the consortium’s policy and/or practice. 

 

5. QUALITY ASSURANCE AND COMPLIANCE AUDITS 

Audits play a critical role in assuring that trials are conducted and data are collected, documented and 

reported in compliance with the protocol and all local and federal regulations. All active investigator-

initiated trials may be subject to an internal audit of any aspect of trial conduct. Audits may include but 

are not limited to review of subject records, consent process and documentation, regulatory 

compliance, product accountability, protocol adherence and PI oversight. Adequate PI oversight 

includes, but is not limited to, ensuring that all persons assisting with the trial are adequately informed 

about the protocol, the investigational product(s), and their trial-related duties and functions.  
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5.1 ANNUAL AUDIT PLAN 

The QA Manager develops an audit plan approved by the DSMC and carried out by the QA Manager or designee 

for verifying monitoring integrity and the effectiveness of CTO training and policies. Audit plans include any 

routine and process audits as described below. These plans are intended to guide quality oversight throughout 

the year, but may be modified to achieve the goal of quality assurance and compliance throughout the CTO. 

 Routine Audits 

Focus on high risk investigator-initiated trials such as phase l trials or trials conducted under an IND or 

IDE. High risk trials will be subject to an audit after enrolling three or more subjects. A minimum of 3 

subjects will be audited. 

 Process Audits 

Used to identify trends of non-compliance and guide in the implementation of change and training as 

needed. 

Directed (for cause) audits occur at the directive of the DSMC. These audits are typically conducted when clinical 

trial monitoring identifies a single egregious finding of non-compliance or continual documented accounts of 

possible noncompliance, data discrepancies or concerns over the ethical conduct of the study by the 

investigator.  

Routine audits of high risk investigator-initiated trials will not be conducted at Masonic Cancer Center 

participating sites; however, participating sites are subject to directed audits as appropriate. 

5.2 AUDIT FINDINGS 

Audit reports are reviewed by the DSMC which categorizes the findings as acceptable, acceptable with follow up, 

or unacceptable. The PI is required to submit a corrective action plan for audit results not categorized as 

acceptable. The DSMC has the authority to suspend or terminate a trial at any time. (see Section 2.3). 
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ADMINISTRATIVE INFRASTRUCTURE 

The Masonic Cancer Center Clinical Trials Office provides the infrastructure necessary to assist investigators in 

the conduct of their clinical research. Specifically, the CTO provides administrative support to the Cancer 

Protocol Review Committees and the Data and Safety Monitoring Council, and in addition, provides trial 

management services including protocol development, regulatory management, IND/IDE support, study 

coordination, data management and budget management, etc.  

The University of Minnesota requires all research support staff to complete training in Human Subjects 

Protection, Good Clinical Practice (GCP) and HIPAA and Data Privacy 

 

DEFINITIONS 

DSMB: (Data and Safety Monitoring Board): An impartial group established to oversee a clinical trial and review 

the results to determine if they are acceptable. Members of a DSMB must be multidisciplinary and include 

members with relevant clinical and statistical expertise. 

DSMP: Data and Safety Monitoring Plan: Describes how the PI will oversee research participant safety and 

welfare. 

IDE (Investigational Device Exemption): Authorization granted by the Food and Drug Administration (FDA) to 

use an investigational, non-commercial device in clinical trials. The FDA requires IDEs for significant risk devices. 

IND (Investigational New Drug): Authorization from the FDA to administer an investigational, non-commercial 

drug or biological product in clinical trials. 

Investigator-Initiated trial: Trial planned and managed by the Principal Investigator 

Monitoring: Systematic, ongoing review of data integrity and investigator compliance with the protocol, GCPs, 

and regulatory requirements. 

Participating site: Hospital, clinic, or other provider of medical services that participates in an MCC investigator- 

initiated trial under the jurisdiction of a local IRB.  

Principal Investigator: Person responsible for the conduct of the study at the clinical trial site. If a trial is 

conducted by a team of individuals at a trial site, the PI is the responsible leader of the team. 
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ATTACHMENTS 

ATTACHMENT 1: MCC RISK ASSESSMENT CHECKLIST 

 

POLICY | 718.1pl 

MCC Risk Assessment 

 

PURPOSE  

The purpose of this policy is to define the criteria utilized by the Masonic Cancer Center (MCC) for risk assessment 

evaluation and the resulting level of monitoring and Data and Safety Monitoring Council (DSMC) review. 

SCOPE 

This policy is applicable to all Investigator-Initiated studies under MCC oversight. 

POLICY 

Risk Assessment 

☐ High Risk Studies meeting one or more of the following criteria are High Risk: 

• Phase l/Pilot study for possible Phase l study 

• Trial involves agent, device, or process initiated or developed by UMN faculty 

• Faculty held IND, IDE, or ITP 

☐ Moderate Risk Studies that do not fit into the High Risk category, with one or more of the following applicable 
criteria, are Moderate Risk: 

• Phase ll or Pilot for possible Phase II 

• Score of >2 on trial complexity scale (each of the following equals one point): 

- Involves pharmacokinetic studies 

- Requires use of a health care provider for infusion or administration of protocol directed 
therapy and/or direct monitoring for toxicity following study drug administration 

- Involves collection of biological samples for correlative science 

- Has an unusual route of administration and/or safety issues regarding administration 

- Is an MCC multi-center trial with participating site(s) 

• PI of < 2 completed clinical trials - applies to interventional drug, biologic and device trials 
only 

☐ Low Risk Interventional or Ancillary/Correlative studies that do not fit into any of the previous risk 
categories are Low Risk. 

☐ Minimal Risk Observational studies that do not fit into any of the previous risk categories are Minimal Risk. 
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Monitoring & DSMC Review Frequency 

* For high enrolling studies, i.e. accrual goal >100 subjects, monitoring will consist of a review of 100% of subject data up to 
the first 50 subjects. If no significant compliance issues are identified, the DSMC may approve decreasing monitoring 
extent to 10% of subject data for the remaining enrollment. 

** After initial DSMC review, low risk trials of other protocol types, e.g. ancillary, supportive care, etc., may have the annual 
review requirement waived by the DSMC. 

 

 

 

 

 

 

 

 

 

 

 

  

Risk Level Minimum Extent of Monitoring 
Minimum Monitoring 
Frequency 

Minimum DSMC 
Review 

High 
100% of subjects: consent forms, eligibility, 
protocol compliance and verification of subject 
data against source records* 

Twice Yearly Quarterly 

Moderate 

100% of subjects: consent forms and eligibility 
10% of subjects at each monitoring visit: 
protocol compliance and verification of subject 
data against source records 

Twice Yearly Twice Yearly 

Low Not required Not Required Annually** 

Minimal Not required Not required Not required 

Revision Tracking 

New Version # & Date Summary of changes 

v.1   09DEC2022 
Initial stand-alone policy document. Previous versions were only found in the MCC Data and Safety 
Monitoring Policy as an appendix. 
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ATTACHMENT 2: SERIOUS ADVERSE EVENT (SAE) REPORTING 

  



v. 12DEC2022 MCC DSMP Page 18 of 46 

  



v. 12DEC2022 MCC DSMP Page 19 of 46 

 

 



v. 12DEC2022 MCC DSMP Page 20 of 46 

ATTACHMENT 3: PROCEDURES MANUAL FOR PARTICIPATING SITES 
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ATTACHMENT 4: EXECUTIVE CLINICAL RESEARCH LEADERSHIP ROSTER 

 

 

 

 

 

 

 

 

 

 

  

Director, Masonic Cancer Center 

Deputy Director, Masonic Cancer Center 

Associate Director of Clinical Research, Masonic Cancer Center 

Executive Director and Associate Cancer Center Director for Administration, Masonic Cancer Center 

Medical Director, Clinical Trials Office, Cell, Gene and Immunotherapy Initiative 

Medical Director, Clinical Trials Office, Solid Tumor Unit 

Associate Director for Translational Research 

Associate Director of Cancer Prevention and Control, Masonic Cancer Center 

Associate Director for Community Outreach and Engagement, Masonic Cancer Center 

Co-Directors, Cancer Protocol Review Committee 

Oncology Service Line Director, Fairview Health Services 

Director of Cancer Survivorship Services and Translational Research, Masonic Cancer Center  

Director, Informatics Innovation Dissemination, Core Faculty, Institute for Health Informatics 

Executive Director, Masonic Cancer Center - Clinical Trials Office 

Clinical Director, Masonic Cancer Center - Clinical Trials Office, Clinical Trials Office, Cell, Gene and 
Immunotherapy Initiative and Solid Tumor Unit 

Clinical Director, Masonic Cancer Center - Clinical Trials Office, Pediatrics 

Director of Regulatory Affairs, Masonic Cancer - Center Clinical Trials Office 

Director of Quality Assurance,  Masonic Cancer - Center Clinical Trials Office 

Director, Community Outreach and Engagement 

Director, Minnesota Cancer Clinical Trials Network 

Finance Director, Masonic Cancer Center 
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ATTACHMENT 5: CLINICAL TRIAL OVERSIGHT 

 

 

  

Feasibility 
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ATTACHMENT 6: CANCER PROTOCOL REVIEW COMMITTEE ROSTER 

 

 

Name Expertise/Specialty Academic/Staff Appt. 

Brenda Weigel, MD, MSc  

(Co-Chair) 

Pediatric solid tumor cancers and 

early-phase drug development 

Professor of Pediatrics, Division of Pediatric 

Hematology/Oncology 

Rachel Vogel, PhD 

(Co-Chair) 

Outcomes and survivorship Associate Professor, Department of Obstetrics, 

Gynecology and Women's Health (OBGYN) 

Ajay Prakash, MD, PhD GI oncology Assistant Professor of Medicine, Division of 

Hematology, Oncology and Transplantation 

Ashish Gupta, MBBS, PhD Pediatric BMT Assistant Professor of Pediatrics, Division of Blood and 

Marrow Transplantation 

Emily Greengard, MD Pediatric solid tumor cancers Associate Professor of Pediatrics, Division of Pediatric 

Hematology/Oncology 

Erin Marcotte, PhD Epidemiology Assistant Professor, Epidemiology and Clinical Research 

Evidio Domingo-Musibay, MD Melanoma/sarcoma Assistant Professor of Medicine, Division of 

Hematology, Oncology and Transplantation 

Heather Beckwith, MD Breast cancer Assistant Professor of Medicine, Division of 

Hematology, Oncology and Transplantation 

Irina Stepanov, PhD Tobacco research Mayo Professor, Environmental Health Sciences 

Jacob Ankeny, MD Surgical oncology Assistant Professor, Division of Surgical Oncology, 

Department of Surgery 

Kathryn Dusenbery, MD Radiation oncology Professor and Department Head, Department of 

Radiation Oncology 

Lucie Turcotte, MD Pediatric hematology/oncology 

and outcomes research 

Associate Professor of Pediatrics, Division of Pediatric 

Hematology/Oncology 

Mark Yeazel, MD, MPH Family medicine Professor of Medicine, Department of Family Medicine 

and Community Health 

Sasha Skendzel, DNP Survivorship Clinical Assistant Professor, School of Nursing 

Sally Mullany, MD Gynecologic oncology Assistant Professor of Medicine, Department of OBGYN 

Steven Fu, MD, MSCE Internal medicine Professor of Medicine, Department of Medicine 

Anne Eaton, PhD, MS Biostatistics Assistant Professor, Department of Biostatistics, School 

of Public Health 

Connor Demorest, MS Biostatistics Core Staff, MCC Biostatistics Shared Resource 

Katelyn Tessier, MS Biostatistics Core Staff, MCC Biostatistics Shared Resource 

Lin Zhang, PhD Biostatistics Professor, Department of Biostatistics, School of Public 

Health 

Nathan Rubin, MS Biostatistics Core Staff, MCC Biostatistics Shared Resource 

Ryan Shanley, MS Biostatistics Core Staff, MCC Biostatistics Shared Resource 

Thomas Murray, PhD Biostatistics Assistant Professor, Division of Biostatistics, School of 

Public Health 

Xianghua Luo, PhD Biostatistics Professor, Division of Biostatistics, School of Public 

Health 
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ATTACHMENT 7: DATA AND SAFETY MONITORING COUNCIL ROSTER 

 

  

Name Expertise/Specialty Academic/Staff Appt. 

Frank Ondrey, MD, PHD, FACS 

(Co-Chair) 

Head and neck malignancies Professor, Department of Otolaryngology, Head and 

Neck Surgery 

Naomi Fujioka, MD 

(Co-Chair) 

Thoracic malignancies 

Head and neck malignancies 

Lung cancer chemoprevention 

Associate Professor of Medicine 

Boris Winterhoff, MD, MS Gynecologic oncology Associate Professor, Department of Obstetrics, 

Gynecology and Women's Health (OBGYN) 

Shernan Holtan, MD Immunotherapy 

Allogeneic hematopoietic cell 

transplantation 

Graft versus host disease 

Long-term survivorship 

Associate Professor of Medicine, Division of 

Hematology, Oncology and Transplantation 

Paul Orchard, MD Pediatric Blood and Marrow 

Transplant 

Metabolic Disorders 

Professor, Department of Pediatrics 

Stuart Bloom, MD, MSC Breast Cancer 

Prostate Cancer 

Doctoring skills 

Medical burnout 

Associate Professor of Medicine, Division of 

Hematology, Oncology and Transplantation 

Ashley Petersen, PhD Biostatistics Assistant Professor, Division of Biostatistics 

Qing Cao, MS Biostatistics Senior Biostatistician, Biostatistics Core 

Connor Demorest, MS Biostatistics Staff,  Biostatistics Core 

Jen Braun, DNP, APRN Clinical Research Clinical Director, Pediatrics, Clinical Trials Office 

Elizabeth Kerr, BA, RN Clinical Research Clinical Director, Solid Tumor Unit and Cell and Gene 

Therapy Initiative, Clinical Trials Office 

Megan Johnson, BS Clinical Research Director of Quality Assurance, Clinical Trials Office 
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ATTACHMENT 8: MCC CLINICAL TRIALS MONITORING PLAN 
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