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The Institute

 Small, independent, nonprofit biomedical research facility that focuses on the genetic susceptibility to 
neurodegenerative disorders. 
 We are internationally known for our genetically engineered mouse models of disease that are widely used for 

testing and developing new therapies. 

 We have seven scientists whose interests include Alzheimer’s, Parkinson’s, ALS, prion diseases, and 
macular degeneration. 

 We have an impressive group of collaborators and an extraordinary Scientific Advisory Board that 
includes:
 Dr. Irv Weissman, the Institute’s first intern (in1956!) who is now the Director of Stanford University’s Institute for Stem 

Cell Biology and Regenerative Medicine. He is credited with being the first to identify and isolate neural stem cells 
for clinical transplantation.

 Dr. Lee Hood, a Missoula native, is the co-founder of the Institute for Systems Biology in Seattle and is credited with 
the first demonstration of a systems biology approach to neurological disease.

 We believe that our work to understand neurodegeneration is the foundation for medical advances that 
can prevent and cure these devastating diseases. 

www.mclaughlinresearch.org

Who are we? 



Why are we here today?

 We are establishing a translational clinical research infrastructure hub to advance interventional 
neurodegenerative research in Montana.
 Ensuring Montanans access to clinical trials!

 We are expanding our network of faculty, collaborators, research programs, related facilities, 
and equipment.
 Our president, Dr. Renee Reijo Pera has been appointed Dean of Research at Touro College of 

Osteopathic Medicine, Montana Campus

 These goals will require a robust scientific network and collaboration with Montana providers 
who are caring for patients with neurodegenerative diseases. 

 YOU! 



Learning Objectives

1. Explain the benefits that clinical research brings to Montana patients and communities.
1. Clinical Trial Basics

2. Describe the current state of clinical trials in Montana.
1. Focus on Alzheimer’s disease

3. Examine barriers to clinical trials in Montana and discuss methods to overcome these barriers.

BONUS! End with updates about new findings in Alzheimer's disease clinical research! 



Objective 1

Explain the benefits that clinical research brings to Montana patients 
and communities.



Benefits of Clinical Trials

“Clinical trials are part of clinical 
research and at the heart of all 

medical advances.”
NIH Clinical Research Trials and You1

1) U.S. Department of Health and Human Services. (2022, February 9). The basics. National Institutes of Health. Retreived August 12, 2022 from https://www.nih.gov/health-information/nih-
clinical-research-trials-you/basics 



Benefits of Clinical Research

 Groundbreaking scientific advances in the past and present 
were only possible because of clinical research.

 Clinical research develops a better understanding of disease 
that helps identify more effective methods of diagnosis, 
treatment, and prevention, thus reducing the burdens of illness 
and disability and lengthening life.1

 Does anyone know the name of the physician or the disease 
that was studied in what is considered the first controlled clinical 
trial of the modern era? 

https://www.bbc.com/news/uk-england-37320399

1) U.S. Department of Health and Human Services. (2022, February 9). The basics. National Institutes of Health. Retreived August 12, 2022 from https://www.nih.gov/health-information/nih-
clinical-research-trials-you/basics 



Benefits of Clinical Trials

“Clinical trials are part of clinical 
research and at the heart of all 

medical advances.”
NIH Clinical Research Trials and You1

1) U.S. Department of Health and Human Services. (2022, February 9). The basics. National Institutes of Health. Retreived August 12, 2022 from https://www.nih.gov/health-information/nih-
clinical-research-trials-you/basics 



Defining Clinical Research

 Any research that involves people.
 Behavioral Research

 Health Services and Outcomes Research

 Epidemiology

 Patient-Oriented Research1

1) U.S. Department of Health and Human Services. (n.d.). NIH definitions. National Institutes of Health Office of Research on Women's Health. Retrieved August 12, 2022 from 
https://orwh.od.nih.gov/toolkit/nih-policies-inclusion/definitions

https://www.freepik.com/free-photos-vectors/people



Clinical Trials

 Research studies in which subjects are 
prospectively assigned to one or more 
interventions (which may include a 
placebo or standard of care) to 
evaluate the effects of those 
interventions on health-related 
biomedical or behavioral outcomes.1

1) U.S. Department of Health and Human Services. (n.d.). NIH definitions. National Institutes of Health Office of Research on Women's Health. Retrieved August 12, 2022, from 
https://orwh.od.nih.gov/toolkit/nih-policies-inclusion/definitions

https://www.kindpng.com/imgv/iRRRJiJ_clinical-trial-hd-png-download/



Clinical trials can study: 

 New drugs or new combinations of drugs
 New ways of doing surgery
 New medical devices
 New ways to use existing treatments
 New ways to change behaviors to improve health
 New ways to improve the quality of life for people with acute or chronic illnesses.1

1) U.S. Department of Health and Human Services. (2022, February 9). The basics. National Institutes of Health. Retrieved August 12, 2022, from https://www.nih.gov/health-
information/nih-clinical-research-trials-you/basics 



What is a Principal Investigator

 According the the FDA definition, a Principal Investigator (PI) is responsible for “supervising the 
conduct of a clinical investigation and protecting the rights, safety, and welfare of participants in 
drug and medical device clinical trials.”1

 A PI ensures that the IRB-approved study protocol is followed and provides oversight to study tasks.2

 PIs may evaluate a potential participant’s eligibility, explain the study and informed consent, assess and 
report any adverse events that could have been caused by the investigational product, and ensure any 
documentation is accurate.2

 PIs can oversee several clinical trials at the same time. Many do this in addition to their day-to-day 
patient practice.2

1) CenterWatch. (2019, November 20). Principal investigator eligibility – GCP questions, FDA answers. CenterWatch RSS. Retrieved August 19, 2022, from https://www.centerwatch.com/articles/12694-principal-
investigator-eligibility-gcp-questions-fda-answers

2) Lightner, J. (2022, May 18). What is the role of a principal investigator in a clinical trial? Meridian Clinical Research. Retrieved August 19, 2022, from https://www.mcrmed.com/what-is-the-role-of-a-principal-
investigator-in-a-clinical-trial/ 

https://www.centerwatch.com/articles/12694-principal-investigator-eligibility-gcp-questions-fda-answers


Principal Investigator Qualifications

 Principal Investigators in clinical trials are usually specialists who are experts in the disease in question AND who 
have a patient base from where to draw potential participants.2 However, this is not a MUST.

 Sponsors who design and pay for clinical trials are required to select investigators qualified by training and 
experience to investigate the drug or device.
 Regulations state that if the PI is not a physician, a qualified physician may be listed as a sub investigator/Co-PI for the trial 

and assume responsibility for all trial-related medical decisions.1

 There are instances where nurse practitioners (NPs) or physician assistants (PAs), can act as PI or Sub-PI as both professions 
demand a deep understanding of health and medicine.2

 Generally, sponsors have discretion in determining what qualifications are needed.1

 If we are going to address the importance of including our population in CTs then we need to address the fact 
that primary care providers are significantly more represented than specialists in non-metropolitan areas like 
Montana.3

1) CenterWatch. (2019, November 20). Principal investigator eligibility – GCP questions, FDA answers. CenterWatch RSS. Retrieved August 19, 2022, from https://www.centerwatch.com/articles/12694-principal-
investigator-eligibility-gcp-questions-fda-answers

2) Lightner, J. (2022, May 18). What is the role of a principal investigator in a clinical trial? Meridian Clinical Research. Retrieved August 19, 2022, from https://www.mcrmed.com/what-is-the-role-of-a-principal-
investigator-in-a-clinical-trial/ 

3) Rebert Graham Center for Policy Studies in Primary Medicine and Primary Care. The state of primary care in the United States: A chartbook of facts and statistics.  Retrieved August 17, 2022 from 
https://www.graham-center.org/content/dam/rgc/documents/publications-reports/reports/PrimaryCareChartbook.pdf



Phases of Clinical Trials

We have to figure out exactly how the drug works in humans, how much to give & 
how often, and whether the drug is both safe & effective.

Focus on new drug development 

https://ecdn.teacherspayteachers.com/thumbuserhome/Lets-Break-It-Down-
1658035253/15501483.jpg



Pre-Clinical Testing

 Cell studies lead to animal studies that gather basic 
information about safety and efficacy.1

 Typically, one mouse/rat and one non-human primate species 
are required. 
 Biologics may only require one species.
 Drugs for life-threatening illness require may require less pre-clinical 

data.2

 Results should at minimum: 
 Establish a safe starting dose for clinical trials
 Assess target organ toxicity and its reversibility
 Provide insight into biomarkers for clinical monitoring1

 If pre-clinical data is promising, sponsors will submit an 
Investigational New Drug (IND) application.

1) Center for Drug Evaluation and Research. (n.d.). The beginnings: Laboratory and animal studies. U.S. Food and Drug Administration. Retrieved August 15, 2022, from https://www.fda.gov/drugs/information-
consumers-and-patients-drugs/beginnings-laboratory-and-animal-studies

2) Hebert, C. D. (2013, December 5). Basic overview of preclinical toxicology animal models - UAB. Alabama Drug Discover Alliance . Retrieved August 15, 2022, from 
https://www.uab.edu/medicine/adda/images/131205%20Tox%20Animal%20Models.pdf 

https://twitter.com/researchsaves/status/1494768930589655041/photo/1

1-2 years

https://www.fda.gov/drugs/information-consumers-and-patients-drugs/beginnings-laboratory-and-animal-studies


Phase I- Is it safe?  

 Phase I - small group (20-100) of healthy volunteers. Looking at: 
 Safety/side effect profile

 Dose range
 Looking to find the highest dose that can be given without severe side effects

 Pharmacokinetics/pharmacodynamics
 Absorption, distribution, metabolization, excretion, duration of action1

 Sometimes, like with rare diseases, phase 1 are conducted in people who have the disease.

 ~70% of drugs move to next phase2

1) Center for Drug Evaluation and Research. (2017, February 7). Frequently asked questions about the FDA Drug Approval Process. U.S. Food and Drug Administration. Retrieved August 25, 2022, from 
https://www.fda.gov/drugs/special-features/frequently-asked-questions-about-fda-drug-approval-process 

2) FDA. (2018, January 4). Step 3: Clinical research. The Drug Development Process. Retrieved August 26, 2022, from https://www.fda.gov/patients/drug-development-process/step-3-clinical-research 

Several months-1.5 years



Phase II- Does it work?  

 Enroll more people than phase I (100-300) with disease in question.2

 Designed to investigate effectiveness as well identify minimum and maximum 
dosages.
 Safety and long-term side effects are continually evaluated. 

 Sometimes controlled design to evaluate different doses or looks at different routes of 
administration.1

 ~ 33% move on to next phase3

Several months- 2 years

In rare disease drug development, study medications that show substantial benefit may be approved 
on the basis of phase II data alone.2

1) Center for Drug Evaluation and Research. (2017, February 7). Frequently asked questions about the FDA Drug Approval Process. U.S. Food and Drug Administration. Retrieved August 25, 2022, from 
https://www.fda.gov/drugs/special-features/frequently-asked-questions-about-fda-drug-approval-process 

2) Clinical trial phases. IFOPA. (n.d.). Retrieved August 15, 2022, from https://www.ifopa.org/clinical_trial_phases
3) FDA. (2018, January 4). Step 3: Clinical research. The Drug Development Process. Retrieved August 26, 2022, from https://www.fda.gov/patients/drug-development-process/step-3-clinical-research 

https://www.ifopa.org/clinical_trial_phases


Phase III- Is it better than what is already available? 

 Large, definitive trials that are submitted to the FDA in order to obtain approval (pivotal trials).
 Enroll a large number of participants (300-3000) with the disease in question.2

 Gold standard experiments that need to show the experimental therapy provides some efficacy benefit 
over SOC/placebo without adding significant harm.1

 RDBPC trials

 Declaration of Helsinki

 ~25-30% move to next phase2

 If phase III data showed that the investigational drug was safer and/or more effective than current 
treatment, the sponsor will submit a New Drug Application (NDA) to the FDA.2

1-4 years

1) Center for Drug Evaluation and Research. (2017, February 7). Frequently asked questions about the FDA Drug Approval Process. U.S. Food and Drug Administration. Retrieved August 25, 2022, from 
https://www.fda.gov/drugs/special-features/frequently-asked-questions-about-fda-drug-approval-process 

2) FDA. (2018, January 4). Step 3: Clinical research. The Drug Development Process. Retrieved August 26, 2022, from https://www.fda.gov/patients/drug-development-process/step-3-clinical-research 



Phase IV- What else do we need to know? 

 Post approval, enroll thousands of participants
 Look for side effects that were not seen in earlier trials and may also study how well a new treatment works 

over a long period of time.1

 May also look at qualify if life factors or cost-effectiveness

 Further indications may be determined

 Other drug interactions monitored

 Available for prescribing, but not always covered by insurance.  

 If safety surveillance reveals concerns about the drug, it may be withdrawn from the market.2

1) Clinical trial phases. IFOPA. (n.d.). Retrieved August 15, 2022, from https://www.ifopa.org/clinical_trial_phases
2) Types and phases of clinical trials: What are clinical trial phases? American Cancer Society. (n.d.). Retrieved August 15, 2022, from https://www.cancer.org/treatment/treatments-and-side-

effects/clinical-trials/what-you-need-to-know/phases-of-clinical-trials.html

minimum two years

https://www.ifopa.org/clinical_trial_phases


Random Tidbits…

 How long does it take?
 In the United States, it takes 8.5-15 years for an experimental 

drug to travel from the laboratory to your medicine 
cabinet.1,3

 What is the success rate?
 Approximately 5:5000 compounds that enter pre-clinical 

testing make it to human testing, and only 1 of those 5 may 
be effective enough and SAFE enough to gain approval.1

 Lack of efficacy in the disease indication is the major cause of 
failure.2

 How much does it cost?
 985 million

 Range $314 million to $2.8 billion4

1) Drug Discovery (2020, March 13). Exploring the drug development process. Technology Networks. Retrieved September 2, 2022 from https://www.technologynetworks.com/drug-discovery/articles/exploring-the-
drug-development-process-331894

2) Hingorani, A.D., Kuan, V., Finan, C. et al. Improving the odds of drug development success through human genomics: modelling study. Sci Rep 9, 18911 (2019). https://doi.org/10.1038/s41598-019-54849-w
3) U.S Food and Drug Administration (2015, April 27) The beginnings: Laboratory and animal studies. Retrieved August 15, 2022, from https://www.fda.gov/drugs/information-consumers-and-patients-

drugs/beginnings-laboratory-and-animal-studies 
4) Wouters OJ, McKee M, Luyten J. Estimated research and development investment needed to bring a new medicine to market, 2009-2018. JAMA. 2020;323(9):844–853. doi:10.1001/jama.2020.1166

1
https://www.fda.gov/media/97229/download

https://www.technologynetworks.com/drug-discovery/articles/exploring-the-drug-development-process-331894
https://doi.org/10.1038/s41598-019-54849-w


How do clinical trials directly benefit 
patients and communities? 

 Participating in clinical trials can give patients access to new, cutting-edge treatment options 
before they are available to everyone.

 Clinical trials can provide free medications and care for patients who are struggling with health 
care costs. 
 Patients may receive laboratory tests, procedures, and examinations for which insurance companies 

would not necessarily pay or that might not be a part of their medical care otherwise.1

 The benefit of altruism – the opportunity to contribute to science and the common good.2 

Benefit to both the participant and to the community.
 Local medical providers  stay up to date on the science in their field and have opportunities to 

network with experts in the field. 
 Montana providers have the opportunity meet national experts,  something that may not happen 

without the combined interest of clinical research. 
 This means sharing contact information and being able to reach out when the need arises. 

1) Paulsen, E., & Paulsen, E. (n.d.). Practice-based clinical trials: Benefits and barriers. Duke Health Referring Physicians. Retrieved August 19, 2022, from https://physicians.dukehealth.org/articles/practice-based-
clinical-trials-benefits-and-barriers 

2) U.S. Department of Health and Human Services. (2022, February 7). Diversity and inclusion in clinical trials. National Institute of Minority Health and Health Disparities. Retrieved September 6, 2022, from 
https://www.nimhd.nih.gov/resources/understanding-health-disparities/diversity-and-inclusion-in-clinical-trials.html



Objective 2

Describe the current state of clinical trials in Montana.



What kind of clinical research is being 
done in Montana?  

 277 actively recruiting studies in MT

 109 studies actively recruiting in Great 
Falls
 100 (97%) of them cancer research

ClinicalTrials.gov Find a Study Resource

62%
10%

5%

4%
3%

3%
3%

2%2% 6%

Current Clinical Trials in MT

Cancer

Communicable Disease

Respiratory Tract Diseases

Heart Disease

Mental Health

Digestive System Diseases

Autoimmune Disorders

Neurological Disorders

Endocrine System Diseases

Other

NIH-US National Library of Medicine. (n.d.). Find a Study. ClinicalTrials.gov. Retrieved August 26, 2022, from https://clinicaltrials.gov/ct2/home 

https://clinicaltrials.gov/ct2/results/browse?recrs=a&cntry=US&state=US%3AMT&city=Great+Falls&dist=50&brwse=cond_alpha_all


How does MT compare with the rest 
of the US?

Currently Recruiting Studies Historical- All Studies Over Time

ClinicalTrials.gov Find a Study Resource NIH-US National Library of Medicine. (n.d.). Find a Study. ClinicalTrials.gov. Retrieved August 26, 2022, from https://clinicaltrials.gov/ct2/home 

https://clinicaltrials.gov/ct2/results/map/click?map.x=375&map.y=335&recrs=a&cntry=US&mapw=1739


Montana’s Aging Population

Montana has the 6th oldest 
population ratio in the U.S. 
18.2% of Montana’s 

population is over age 65

7.5% of Montana’s population 
is over age 75

Median age: 40.1 (9th oldest)

Oldest County: Flathead2

1) McPhillips, Deidre (30 Sep, 2019). Aging in America, in 5 charts.  US News and World Report. Retrieved August 18, 2022 from https://www.usnews.com/news/best-states/articles/2019-09-30/aging-in-america-in-5-charts 
2) Rubin, Emma (17 February, 2022). Elderly population in US by state. Consumer Affairs. Retrieved August 18, 2022 from https://www.consumeraffairs.com/homeowners/elderly-population-by-state.html



United States
1. Heart Disease
2. Cancer
3. COVID-19
4. Accidents (unintentional injuries)
5. Stroke (cerebrovascular disease)
6. Chronic Lower Respiratory Disease
7. Alzheimer’s Disease 
8. Diabetes
9. Influenza and Pneumonia
10. Nephritis, nephrotic syndrome, and nephrosis1

1) National Center for Health Statistics. Mortality in the United States, 2020. Centers for Disease Control and Prevention. https://www.cdc.gov/nchs/fastats/leading-causes-of-death.htm
2) National Center for Health Statistics. Mortality in the United States, 2020. Centers for Disease Control and Prevention. 

https://www.cdc.gov/nchs/pressroom/states/montana/mt.htm#lcod

Leading Causes of Death - 2020
National Center for Health Statistics

Montana
1. Heart Disease
2. Cancer
3. COVID-19
4. Accidents (unintentional injuries)
5. Stroke (cerebrovascular disease)
6. Chronic Lower Respiratory Disease
7. Alzheimer’s Disease 
8. Diabetes
9. Suicide
10. Chronic Liver Disease/Cirrhosis2

https://www.cdc.gov/nchs/fastats/leading-causes-of-death.htm


 More than 6 million Americans are living with 
Alzheimer’s and over 11 million provide their 
unpaid care.1

 Absent therapies, AD is expected to affect 12.7 
million by 2050.2

 The cost of caring for those with Alzheimer’s 
and other dementias is estimated to total $321 
billion in 2022- increasing to $1 trillion by mid-
century.1

 Even an intervention that produces a modest 
delay in disease could generate billions of 
savings to society.2

Alzheimer’s Disease (AD) 
Statistics 2022

1) Alzheimer's Association. (n.d.). Alzheimer's disease facts and figures. Alzheimer's Disease 
Facts and Figures. Retrieved August 24, 2022, from https://www.alz.org/alzheimers-
dementia/facts-figures

2) 2) Langbaum JB, Zissimopoulos J, Au R, et al (2022). Recommendations to address key 
recruitment challenges of Alzheimer's disease clinical trials. Alzheimers Dement.  doi: 
10.1002/alz.12737. Epub ahead of print. PMID: 35946590.

https://www.alz.org/alzheimers-dementia/facts-figures


Status of AD Clinical Research in Montana 

Neurologic Disorder
Historical- All studies Over Time

7.6% of total studies in MT 

Alzheimer’s Disease
Historical- All studies Over Time

Alzheimer’s Disease
Currently Recruiting

0.3% of total studies in MT 

ClinicalTrials.gov Find a Study ResourceNIH-US National Library of Medicine. (n.d.). Find a Study. ClinicalTrials.gov. Retrieved August 26, 2022, from https://clinicaltrials.gov/ct2/home 

https://clinicaltrials.gov/ct2/results/map/click?map.x=432&map.y=388&recrs=ab&cond=Alzheimer+Disease&cntry=US&mapw=1739


What are the implications of not 
being included?

 Lack of exposure to benefits previously mentioned (access to new therapies, etc). 

 Limits applicability of research findings. 
 The clinical applicability of a trial improves when the traits of the study population mimic those of the 

target population.1

 For MT- Lack of inclusion for our elderly, rural, and Native American populations

 Example: In a systematic review of 512 phase III clinical trials for 3 common solid organs and 3 
hematological malignancies, Gopishetty et al. (2020) found that patients age >75 years are 
underrepresented in clinical trials despite an increasing frequency of the diseases in question 
diagnosed in this age group.

1) Gopishetty S, Kota V, Guddati AK. Age and race distribution in patients in phase III oncology clinical trials. Am J Transl Res. 2020 Sep 15;12(9):5977-5983. PMID: 33042473; PMCID: PMC7540092.



 This same study looked also looked at racial 
disparities in these studies and found that there 
was significantly more participants from 
white/Caucasian than other race categories 
(P<0.05).1

 Disparities are not just in relation to 
interventional trials, but also in genome-wide 
association studies.

 A 2019 study in Nature Genetics: people of 
European descent account for ~ 16% of the 
global population but represent almost 80% of 
participants (GWAS) and other genome-
sequencing projects.2

1) Gopishetty S, Kota V, Guddati AK. Age and race distribution in patients in phase III oncology clinical trials. Am J Transl
Res. 2020 Sep 15;12(9):5977-5983. PMID: 33042473; PMCID: PMC7540092.

2) Martin, A.R., Kanai, M., Kamatani, Y. et al. Clinical use of current polygenic risk scores may exacerbate health 
disparities. Nat Genet 51, 584–591 (2019). https://doi.org/10.1038/s41588-019-0379-x

Figure 1. Ancestry of GWAS participants over time compared to the 
global population. Cumulative data as reported by the GWAS 
catalog. Individuals whose ancestry is “not reported” are not shown.

What are the implications of not 
being included?



Equal representation in CTs is ESSENTIAL.
 The varying 0.1%  of our DNA may lead to different effects 

on disease manifestation or susceptibility across ethnic 
groups.
 If new DNA tests have the potential help us better understand 

and predict disease but the rely on the genetic databases 
that comprise largely of samples of European decent, then 
these results could be less accurate for other racial groups.

 For CTs, routine exclusion may cloud the representation of 
drugs’ safety and efficacy and may hinder the advancement 
of preventive and precision medicine.

1) Nature Publishing Groups (2019, March 29) Genetics for all. Nature News. Retrieved August 26, 20220 from  https://doi.org/10.1038/s41588-019-0394-y
2) Smithsonian Online Events (2020, June 17). Using DNA to trace human origins and migration. Smithsonian. Retrieved August 24, 2022 from

https://www.si.edu/events/online?trumbaEmbed=view%3Devent%26eventid%3D145362297

Using DNA to Map Human Origins and Migration
Smithsonian Institute2

What are the implications of not 
being included?

https://doi.org/10.1038/s41588-019-0394-y
https://www.si.edu/events/online?trumbaEmbed=view%3Devent%26eventid%3D145362297


Implications of lack of diversity- AD

“It’s essential that clinical trials include people with a variety of lived experiences and living conditions, as well as 
characteristics like race and ethnicity, age, sex, and sexual orientation, so that all communities benefit from scientific 

advances” NIH Clinical Research Trials and You2

 Almost 2/3 of Americans with Alzheimer’s 
disease are women.

 African Americans are 2X more likely and 
Hispanics are 1.5X more likely to have AD 
or other dementias than Caucasians.1

1) Alzheimer's Association. (n.d.). Alzheimer's disease facts and figures.Retrieved August 24, 2022, from https://www.alz.org/alzheimers-dementia/facts-figures
2) U.S. Department of Health and Human Services. (2019, May 30). Why should I participate in a clinical trial? National Institutes of Health. Retrieved August 12, 2022, from 
https://www.nih.gov/health-information/nih-clinical-research-trials-you/why-should-i-participate-clinical-trial

https://www.alzbuddies.org/introduction



NIH efforts to enhance enrollment of 
underrepresented groups: 

 1993: The initial NIH Revitalization Act mandated appropriate inclusion of minority groups in 
clinical trials (specifically women and additional racial/ethnic groups). However, even after 2 
decades, inclusion remained perpetually low, resulting in updates in 2000 and 2001 and then 
again most recently in 2017.
 2017 revision required investigators to not only include the specified groups in NIH-defined phase III 

clinical trials but also submit results to ClinicalTrials.gov after conducting valid analyses based on 
race/ethnicity and gender.1,2

1) Flores LE, Frontera WR, Andrasik MP, et al. Assessment of the Inclusion of Racial/Ethnic Minority, Female, and Older Individuals in Vaccine Clinical Trials. JAMA Netw
Open. 2021;4(2):e2037640. doi:10.1001/jamanetworkopen.2020.37640

2) U.S. Department of Health and Human Services. (2022, February 7). Diversity and inclusion in clinical trials. National Institute of Minority Health and Health Disparities. Retrieved September 
6, 2022, from https://www.nimhd.nih.gov/resources/understanding-health-disparities/diversity-and-inclusion-in-clinical-trials.html



Objective 3

Examine the barriers to clinical research execution in Montana and 
discuss methods to overcome these barriers.  



Types of Barriers

 Lack of awareness

 Misperceptions

 Fear/distrust

 Limited accessibility

 Infrastructure



Lack of Awareness

 Lack of public information about available trials is a 
primary barrier to both patient recruitment and physician 
referral or participation. 
 40% of Americans do not understand the idea of a CT. 

 Vast majority of those that do, including physicians,  still don’t 
know where or how to go about accessing appropriate trials.1

 Significant correlation between educational level and 
knowledge about CTs.1

 Rural disparity- The share of people with at least a bachelor’s 
degree is higher in urban than in rural areas.2

Problem

1) Kim SH, Tanner A, Friedman DB, Foster C, Bergeron CD. Barriers to clinical trial participation: a comparison of rural and urban communities in South Carolina. J Community Health. 2014 Jun;39(3):562-71. doi: 
10.1007/s10900-013-9798-2. PMID: 24310703.

2) Paulsen, E., & Paulsen, E. (n.d.). Practice-based clinical trials: Benefits and barriers. Duke Health Referring Physicians. Retrieved August 19, 2022, from https://physicians.dukehealth.org/articles/practice-
based-clinical-trials-benefits-and-barriers

https://pedsresearch.org/news/study-participants-needed

https://physicians.dukehealth.org/articles/practice-based-clinical-trials-benefits-and-barriers


Lack of Awareness

Potential Solutions

1) 2) Langbaum JB, Zissimopoulos J, Au R. (2022)  Recommendations to address key recruitment challenges of Alzheimer's disease clinical trials. Alzheimers Dement. doi: 10.1002/alz.12737. Epub ahead of print. 
PMID: 35946590.

2) Paulsen, E., & Paulsen, E. (n.d.). Practice-based clinical trials: Benefits and barriers. Duke Health Referring Physicians. Retrieved August 19, 2022, from https://physicians.dukehealth.org/articles/practice-
based-clinical-trials-benefits-and-barriers

 Educate! Educate Educate! Participate in hospital and community education events 
 Increase public awareness via advertising campaigns.

 For AD, this might mean distinguishing between normal aging and real cognitive problems, when to see a 
doctor, and where to go to find out about CTs.1

 Encourage both patients and clinicians to use resources like the ClinicalTrials.gov Find a Study tool.
 Increase primary care referrals

 Ongoing relationship equals trust, which plays a critical role in enrolling patients in CTs.2

 Make inquiring about interest in CTs a routine part of PCP care.
 AD action plans: insurance incentive ideas: 

 Encourage CMS to incentivize PCPs to include comprehensive dementia screening and CT referral in annual wellness visits.
 Offer discounts to insurance members who opt-in to learn about CTs (similar to healthy lifestyle incentives).

https://physicians.dukehealth.org/articles/practice-based-clinical-trials-benefits-and-barriers


Misperceptions

 Complex logistics: Time commitment, 
transportation, or childcare issues 

 Belief that standard therapy is the best; 
investigational treatments are not as 
effective

 People think they won’t qualify.

 Providers think patients won’t be interested.1

Problem Potential Solutions

 Some trials only involve SOC follow up and many offer 
incentives like gas cards & free childcare.1

 Studies have reported that entry into CTs is frequently 
associated with a higher survival rate.2

 Earlier phase trials need healthy volunteers, and more 
and more need older patients who have more 
complex medical histories. 

 In qualitative studies, a desire to help others has 
consistently been shown to be a motiving factor for 
CT participation.1,3. 

1) Friedman DB, Foster C, Bergeron CD, Tanner A, Kim SH. A qualitative study of recruitment barriers, motivators, and community-based strategies for increasing clinical trials participation among rural and urban 
populations. Am J Health Promot. 2015 May-Jun;29(5):332-8. doi: 10.4278/ajhp.130514-QUAL-247. Epub 2014 Mar 26. PMID: 24670073.

2) Kim SH, Tanner A, Friedman DB, Foster C, Bergeron CD. Barriers to clinical trial participation: a comparison of rural and urban communities in South Carolina. J Community Health. 2014 Jun;39(3):562-71. doi: 
10.1007/s10900-013-9798-2. PMID: 24310703.

3) Rebecca Sheridan, Jacqueline Martin-Kerry, Joanna Hudson, Adwoa Parker, Peter Bower, Peter Knapp. Why do patients take part in research? An overview of systematic reviews of psychosocial barriers and 
facilitators. Trials, 2020; 21 (1) DOI: 10.1186/s13063-020-4197-3

http://dx.doi.org/10.1186/s13063-020-4197-3


“Every treatment we have today exists because of the 
willingness of people to enter clinical trials, often with no 

guarantee of benefit, with side effects, and uncertain risks. I 
often heard from patients that they wanted to be a part of a 

trial because even if they didn’t benefit, they felt it could 
someday help others, perhaps even someone in their family, in 
the future. I would call people who participate in clinical trials 

“medical heroes.”
Dr. Dennis Dietrich, retired neurologist and PI, Great Falls MT



Fear and Distrust

 Fear about big, scary side effects

 Distrust in medical research
 Historical abuses ranging from 

complete lack of informed consent to 
unethical motivation.  
 Particularly true for minority or vulnerable 

populations

Problem Potential Solutions

1) Kim SH, Tanner A, Friedman DB, Foster C, Bergeron CD. Barriers to clinical trial participation: a comparison of rural and urban communities in South Carolina. J Community Health. 2014 
Jun;39(3):562-71. doi: 10.1007/s10900-013-9798-2. PMID: 24310703.

2) U.S. Department of Health and Human Services. (2022, February 7). Diversity and inclusion in clinical trials. National Institute of Minority Health and Health Disparities. Retrieved September 6, 
2022, from https://www.nimhd.nih.gov/resources/understanding-health-disparities/diversity-and-inclusion-in-clinical-trials.html

 Emphasize that they can can drop out at any time. 
 Explain that there is always continuous safety monitoring 

by PI, IRB, DSMBs, Sponsors.1

 Develop trust with communities.
 Meaningful partnerships: Work directly with the community 

to find opportunities for education- seek their input!2

 Churches, community events, partnering Alzheimer’s Association

 Highlight ethical guidance that has been put in to place 
to protect human subjects
 Belmont Report, GCP, IRBs  



Lack of Accessibility

 Distance
 44% of our population live in rural areas 

(<2,500 in “population center”).

 Decreased access to broadband/internet1

 Harder to access specialty care.

 Access to diagnostic or therapeutic 
technology is limited.

Problem

1) Census 2020. Montana Census 2020; Make it count Montana State Legislature. Retrieved August 29, 2022 from https://leg.mt.gov/information-legislators/census-2020



Lack of Accessibility- patients

 Bring the research to the participants! 
 Consider virtual procedures for safety monitoring 

and remote outcomes assessments 
 Video calls, at-home computerized cognitive 

assessments1

 Consider contracting with local nursing services 
for therapy administration, lab tests, physical 
exams, etc. 

 Implement mobile diagnostic or CT units2

.

 We need more community-based providers 
as PIs in CTs
 Help boost inclusion of minority populations. 

 Bring real-world perspective to clinical trials.

 Provide patients access to innovative and 
cutting-edge therapeutics in the comfort and 
familiarity of their local clinic with providers that 
they know and trust.2

Potential Solutions:

1) Blanchard, Ryan (2022). Remote neuropsychological evaluation performs as well as in-person assessment, a new study finds. AAIC 20222. Neuodiem. Retrieved August 29, 2022 from 
https://www.neurodiem.com/news/remote-neuropsychological-evaluation-performs-as-well-as-in-person-3cXfGt16fKCGe9Aw3KMZlD

2) Hewitt, C. (2021, May 25). The benefits of clinical trials at community practices. American Oncology Network, LLC. Retrieved August 22, 2022, from https://www.aoncology.com/2021/05/25/the-benefits-of-clinical-
trials-at-community-practices/

3) Langbaum JB, Zissimopoulos J, Au R, Bose N, Edgar CJ, Ehrenberg E, Fillit H, Hill CV, Hughes L, Irizarry M, Kremen S, Lakdawalla D, Lynn N, Malzbender K, Maruyama T, Massett HA, Patel D, Peneva D, Reiman EM, 
Romero K, Routledge C, Weiner MW, Weninger S, Aisen PS. Recommendations to address key recruitment challenges of Alzheimer's disease clinical trials. Alzheimers Dement. 2022 Aug 10. doi: 10.1002/alz.12737. Epub
ahead of print. PMID: 35946590.

https://www.neurodiem.com/news/remote-neuropsychological-evaluation-performs-as-well-as-in-person-3cXfGt16fKCGe9Aw3KMZlD
https://www.aoncology.com/2021/05/25/the-benefits-of-clinical-trials-at-community-practices/


Lack of Accessibility-providers

 Catch 22 
 Sponsors want to work with experienced 

practices, but it’s hard to get the experience 
if you haven’t been part of a trial.

 Lack of sufficient infrastructure in existing 
physician practices, specifically regarding 
staff bandwidth or training in federal 
regulations surrounding ethics and 
regulatory procedures in HSR1

Problem Potential Solutions

.

1) Paulsen, E., & Paulsen, E. (n.d.). Practice-based clinical trials: Benefits and barriers. Duke Health Referring Physicians. Retrieved August 19, 2022, from 
https://physicians.dukehealth.org/articles/practice-based-clinical-trials-benefits-and-barriers 

 Collaborating with other PIs
 Attending conferences/Networking
 Adding your practice/interest to matching 

websites like inato.com.
 Resources like the Institute of Translational 

Health Sciences (iths.org) and Collaborative 
Institutional Training Program 
(citiprogram.org)

 Collaborating with McLaughlin Research 
Institute



Collaborating with the Institute

 The Institute has trained staff that can oversee the regulatory 
components.
 Clinical Research Coordinator

 Research scientists willing and eager to act as PI/Sub-I

 Access to CITI training in HSR

 For interventional patient-oriented research projects, we need 
clinician partners who are actively diagnosing and treating 
patients with neurodegenerative diseases.



What’s new in Alzheimer’s disease research? 
Highlights from the Alzheimer’s Association International 
Conference (July 2022)

Moving beyond therapies targeting β-amyloid and Tau
 Exercise

 EXERT Study – longest ever phase III study that tested the affects of physical exercise on cognitive function in 
older adults with mild cognitive impairment (MCI).
 Demonstrated no cognitive decline over 12 months for patients in aerobic exercise intervention arm AND 

stretching/balance/ROM arm compared with significant cognitive decline in comparison group.
 Findings suggest that even low exertion exercise activity may protect brain cells against damage. 

 Therapeutics targeting brain metabolic health
 Phase II PIONEER trial investigating T3D-959, a small molecule nuclear receptor agonist of PPAR delta and PPAR 

gamma, which are central regulators of normal glucose and lipid metabolism in the brain. 
 The approach seeks to overcome insulin resistance in the brain, thereby correcting dysfunctional glucose and lipid metabolism

and improving the brain’s metabolic health. 
 Insulin resistance is inherent in AD and precedes AD symptoms

 Interim findings demonstrated evidence of improved cognitive function, reduced decline of function, and 
improved executive function in patients with mild/moderate AD.

Reiman E, Didsbury J, Baker L. Expert briefing on advances in Alzheimer’s treatments: new clinical trial results. Talk presented: at Alzheimer’s Association International Conference (AAIC) 
2022; July 31-August 4, 2022; San Diego, CA/virtual. Accessed August 2, 2022. https://aaic.alz.org/overview.asp

https://aaic.alz.org/overview.asp


McLaughlin Research Institute
Expanding access to neurodegenerative disease clinical research.

“MRI is positioned to catalyze a 
focused biomedical wave in 

Montana, with initial emphasis on 
cognitive decline and Alzheimer's 
with aging. We look forward to the 
future and are thankful to partner 

with other organizations and 
individuals across our state and 

country. We believe there is much we 
can do together.” 

Renee Rejo Pera, PhD, President 
McLaughlin Research Institute for Biomedical Sciences

1) Reiman E, Didsbury J, Baker L. Expert briefing on advances in Alzheimer’s treatments: new clinical trial results. Talk presented: at Alzheimer’s Association International Conference (AAIC) 2022; 
July 31-August 4, 2022; San Diego, CA/virtual. Accessed August 2, 2022. https://aaic.alz.org/overview.asp

2) U.S. Department of Health and Human Services. (2022, February 9). The basics. National Institutes of Health. Retrieved August 12, 2022, from https://www.nih.gov/health-information/nih-clinical-
research-trials-you/basics 

Clinical research requires 
complex and rigorous 

testing in collaboration with 
communities that are 

affected by the disease.2

AD is too complex for 
single pathology-
specific targets!1

https://aaic.alz.org/overview.asp


Thank you!

 Rebecca Brown, BSN RN
Clinical Research Coordinator
 rebecca@mclaughlinresearch.org
 406-454-6045
www.mclaughlinresearch.org

mailto:rebecca@mclaughlinresearch.org
http://www.mclaughlinresearch.org/
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