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RReesseeaarrcchh  aatt  NNeewwttoonn--WWeelllleesslleeyy  
Message from the Office of Clinical Research 

The Office of Clinical Research 
is excited and proud to re-
introduce the Office of 
Research Newsletter after a 
brief sabbatical from 
publication.  

The previous year was a busy 
time for the Office. We made 
significant changes and 
reaffirmed our commitment to 
responsible Human Subject 
Research.  

After spending much of 2015 
without a Manager to guide 
research activities, we hired a 

new Manager for the Office in 
early 2016 who immediately 
had to oversee the rigorous 
process for re-accreditation by 
the Association for the 
Accreditation of Human 
Research Protection Programs 
(AAHRPP).  In March of 2016, 
we secured re-accreditation to 
remain a fully accredited 
institution with AAHRPP. 

Since that time, we have hired 
a new Grants & Contracts 
Specialist to work with 
investigators to locate research  

In September 2016, NIH announced the requirement for 
all NIH-funded investigators and staff involved in the 
conduct, oversight, or management of clinical trials to 
be trained in Good Clinical Practice (GCP).  This new 
training requirement, effective January 1, 2017, applies 
to all new and existing NIH clinical trials. The policy 
requires basic GCP training and refresher courses every 
three years. The NIH policy can be found at 

https://grants.nih.gov/grants/guide/notice-
files/NOT-OD-16-148.html. 

To satisfy this new training requirement, all Newton-
Wellesley Hospital investigators and study staff who 
are involved in an NIH-funded study meeting the NIH 
definition of a clinical trial will be required                           
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“Our Mission is to treat and care for all our 
patients and their families as we would a 

beloved family member” 
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funding opportunities, assist 
investigators with grant proposals, 
and with budget and contract 
negotiations for research activities. 

In the past six months alone, we 
have worked with investigators to 
submit grant proposals for 
research funding in excess of $1.1 
million and have already received 
approval for new projects totaling 
nearly $100,000. 

As we await approval on the other 
grant proposals, we enter an 
exciting time at Newton-Wellesley 
and an exciting time for research 
in general.  New rules, 
regulations, and guidelines 
governing Human Subject 
Research have been promulgated 
and approved.  

A new White House 

Administration has taken shape 
and will further steer the direction 
of research through regulations 
and budgetary directives. In the 
local context, the Hospital has 
seen an increase in the number 
and type of studies evaluated for 
safety and feasibility to offer to 
patients. 

This Issue of The Office of Research 
Newsletter will provide the 
research and hospital community 
with information about some of 
these local and national changes.  
It will highlight some of the novel 
studies and the investigators 
conducting those studies as well 
as provide general information 
about other research activities at 
Newton-Wellesley Hospital. 

I wish to personally invite you to 
learn more about some of the           

MM 

MMeessssaaggee  ffrroomm  tthhee  OOffffiiccee  ooff  RReesseeaarrcchh  ((ccoonnttiinnuueedd))  
 

to complete GCP training.   This requirement applies 
even if the research conducted at Newton-Wellesley 
through a subcontract with the Prime Award recipient 
of the NIH funding for the clinical trial. 

A clinical trial is defined by NIH as “a research study 
in which one or more human subjects are 
prospectively assigned to one or more interventions 
(which may include placebo or other control) to 
evaluate the effects of those interventions on health-
related biomedical or behavioral outcomes.” See 
https://grants.nih.gov/grants/guide/notice-
files/NOT-OD-15-015.html. 

Investigators and staff will be required to complete the 
following GCP Course through CITI to satisfy this new 
training requirement:  

NNIIHH  PPuubblliisshheess  nneeww  GGoooodd  CClliinniiccaall  PPrraaccttiiccee  TTrraaiinniinngg  

RReeqquuiirreemmeennttss  ((ccoonnttiinnuueedd))  

This [training] requirement applies even if research 
is conducted through a subcontract where the Prime 

is the direct recipient of NIH funding 

Photo provided by NIH Image Gallery 

happenings and research at the 
Hospital by exploring the contents 
of this issue of the newsletter and 
our newly updated Office of 
Clinical Research website, 
nwh.org/research  

Sincerely, 

Office of Clinical Research 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-15-015.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-15-015.html
http://www.nwh.org/research
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Investigators at Newton-Wellesley Hospital are 
constantly opening innovative trials to provide 
patients with access to new treatments, therapies, and 
quality of life measures in both oncology and non-
oncology fields. Investigators have recently opened 
the following featured studies, both of which are 
currently actively recruiting patients: 

OOnnccoollooggyy  
Breast Cancer WEight Loss Study (BWEL Study) 

Previous research has indicated that women that are 
overweight or obese at the time of initial diagnosis 
have a greater risk of their breast cancer recurring 
compared to women who were thinner at the time of 
initial diagnosis. The BWEL Study is a multi-site trial 
designed to evaluate whether overweight or obese 

women who participate in a weight loss program after 
an initial breast cancer diagnosis have a lower rate of 
cancer recurrence compared to those who do not 
participate in the weight loss program. 

Amy Comander, MD, of the Vernon Cancer Center, is 
currently overseeing the BWEL Study here at Newton-
Wellesley Hospital.  Results from this study may help 
indicate whether weight loss programs should become 
a part of breast cancer treatment. 

Individuals wishing to learn more about participation 
in the BWEL Study are encouraged to read additional 
information about the study here, or contact Dr. 
Comander. 

Continued… 

 GCP for Clinical Trials with Investigational Drugs and Biologics (ICH Focus)* 

https://www.citiprogram.org/ 
 
For questions related to this new NIH-imposed training requirement please contact the Office of Clinical Research 
at 617-243-6493 or 617-243-6211.  

 
 

Left Photo depicts 3-Dimmensional culture of Breast cancer 
cells. Right Photo depicts histological slide of breast cancer 
tissue Photo(s) provided by NIH Image Gallery 

 

Recently Opened Studies at Newton-Wellesley 

hidden 

https://clinicaltrials.gov/ct2/show/NCT02750826?term=Breast+Cancer+AND+Weight+Loss&rank=7
https://www.citiprogram.org/
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NNoonn--OOnnccoollooggyy  

ROADSTER 2 Registry Study 

Carotid Artery Disease is a serious condition where plaque can build up 
in the carotid arteries, leading to a decrease in blood flow to the brain or 
even blood clots. This decrease in blood flow or migration of plaque or 
blood clots to the brain could ultimately result in a stroke. 

Newton-Wellesley recently opened the ROADSTER 2 Registry Study to 
evaluate real world usage of the ENROUTE Transcarotid Stent when used 
by physicians in combination with the ENROUTE Transcarotid 
Neuroprotection System in the treatment of narrowing of the carotid 
artery with a stent procedure.  Opening this study at Newton-Wellesley 
affords our patients the same opportunity to participate as might normally 
be available at larger research hospitals with the same access to highly 
experienced physicians.   

Both the ENROUTE Transcarotid Stent and the Transcarotid 
Neuroprotection System are FDA approved devices that may be used in 
research studies and patient care.  Several of these procedures have now 
been successfully performed at Newton-Wellesley Hospital by 
Christopher Kwolek, M.D., Chair of Surgery and Chief of Vascular 
Surgery. 

For information about eligibility to participate in the ROADSTER 2 
Registry, click here or contact Dr. Kwolek. 

 

 

ANNOUNCEMENTS 

RESEARCH 
GRAND ROUNDS 

Hospital Community 
Members are invited to attend 
the annual Research Grand 
Rounds on June 7, 2017 from 
7:30 – 9:30 am in the Shipley 
Auditorium 

Podium Presentations begin 
promptly at 8:00 am after a 
continental breakfast 

Investigators submitting the 
top 3 rated abstracts will be 
asked to present 

For additional information, 
contact the Office of Research 

FUNDING 
OPPORTUNITIES 

FEDERAL 

AACN – IMPACT 
RESEARCH GRANT 

AMERICAN CANCER 
SOCIETY 

PCORI 

LOT PAGE INTERNAL 
AWARDS 

 

 

NNIIHH  MMoovveess  ttoo  AAddvvaannccee  

CCoollllaabboorraattiivvee  RReesseeaarrcchh  oonn  aa  

NNaattiioonnaall  SSccaallee  wwiitthh            

SSMMAARRTT--IIRRBB  
The NIH Policy on the Use of a Single Institutional Review Board 
(sIRB) of Record for Multi-Site Research establishes the expectation that 
all sites participating in multi-site studies involving non-exempt 
human subject research funded by the National Institutes of Health 
(NIH) will use an sIRB to conduct the ethical review required by the 
Department of Health and Human Services. 
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https://clinicaltrials.gov/ct2/show/NCT02536378?term=ROADSTER&rank=2
mailto:NWHResearchOffice@Partners.org
https://www.grants.gov/web/grants/search-grants.html
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https://www.cancer.org/research/we-fund-cancer-research/apply-research-grant/grant-types/grant-application-deadlines.html
https://www.cancer.org/research/we-fund-cancer-research/apply-research-grant/grant-types/grant-application-deadlines.html
http://www.pcori.org/funding-opportunities
mailto:NWHResearchOffice@Partners.org
https://www.grants.gov/web/grants/search-grants.html
https://www.aacn.org/nursing-excellence/grants/aacn-impact-research-grant
https://www.aacn.org/nursing-excellence/grants/aacn-impact-research-grant
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What is SMART IRB? 

SMART IRB (Streamlined, Multisite, Accelerated 
Resources for Trials Institutional Review Board) was 
developed under an NIH grant and is a platform 
designed to ease common challenges and burdens 
associated with initiating multi-site research. SMART 
IRB will eliminate duplicative IRB reviews while 
maintaining appropriate oversight. 

The NCATS SMART IRB Reliance Platform provides a 
harmonized approach, so that the platform can easily 
be used by any clinical research network or even a 
single investigator wishing to conduct a multisite 
clinical study.  The platform can be used for a range of 
studies, from large complex clinical trials to two-site 
collaborations. Clinical investigators will be able to 
obtain trial results faster and, ultimately, speed 
development of new diagnostics, treatments and 
preventative measures for patients. 

SMART IRB will support and encourage nation-wide 
collaboration through a flexible master IRB reliance 
agreement, standard operating procedures and 
complementary tools and resources. 

It is also designed to provide a roadmap to implement 
the National Institutes of Health (NIH) Policy on the 
Use of Single Institutional Review Board for Multi-Site 
Research. 

Newton-Wellesley Hospital recently joined over 125 
other institutions choosing to use the SMART IRB for 
participation in NIH funded multisite clinical research 
studies. 

For additional information on the SMART IRB, visit 
the Newton-Wellesley Hospital SMART IRB webpage. 

 

(Continued) 

FFeeaattuurreedd  SSttuuddyy  aanndd  

IInnvveessttiiggaattoorr::  MMCCTT  OOiillss  

wwiitthh  DDaavviidd  BBeerrkkoowwiittzz  

Featured Study and Investigator: MCT Oils with David 
Berkowitz. Photo shows sprouting connections in the 
brain between brain cells.  Photo provided by NIH 
Image Gallery 

Research leads to new medical discoveries every 
day. These discoveries have led to an increased life-
span for many Americans. The US Census Bureau 
estimates that by the year 2030, there will be nearly 
83.4 million Americans living in the US above the 
age of 65.   

Naturally, this means that more and more 
Americans will need medical care later in life.  
Older patients are often times treated and 
hospitalized for an extended timeframe which may 
give rise to the development of secondary 
afflictions.  As the population continues to age, 
these problems are only likely to continue to 
develop unless remedial and preventative steps are 
taken. 

Newton-Wellesley’s David Berkowitz, Assistant 
Director of Clinical Pharmacy, initiated a new pilot 
study last October to test the effects of Medium 
Chain Triglycerides (MCT) on the development of 
delirium in older hospitalized patients. The 
Research Office recently sat down with him to 
discuss his study. 

 

Continued... 

http://smartirb.org/
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-094.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-094.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-094.html
https://smartirb.org/
https://www.nwh.org/office-of-clinical-research/human-research-protection-program/smart-irb


 

 
 

VOLUME I, ISSUE I 

6 

 

  
(Continued) 

About the Study 
Office of Clinical Research:  Tell us a little about 
this study. 

David Berkowitz: We are studying ways to 
decrease the incidence of a condition called 
Hospital-acquired delirium. Hospital-acquired 
delirium is a medical condition that can happen 
when someone is sick and in a new environment – 
It causes confusion and disorientation, and can 
include delusions and agitation which can be 
upsetting for the patients and their families and 
can negatively impact the patient’s health. 

OCR: This sounds like an important issue that 
needs investigation. 

DB: [This condition] can affect up to 20% of high 
risk patients during their admission.  There 
currently aren’t any good ways to prevent 
hospital-acquired delirium, and no medications 
have been shown to reduce the length of delirium.  
One of the main risk factors for delirium is older 
age, and generally speaking our patient 
demographic [at the Hospital] tends to be on the 
older side.  Thus, this is a common disorder here. 

OCR: What do you hope to discover from this 
study? 

DB: Our hypothesis is that delirium is partially 
attributed to an alteration in glucose oxidation in 
the brain.  We are hoping to overcome that 
derangement by using an alternative source of 
energy in the form of Ketones which are a 
byproduct of MCT Oil metabolism.  Once the 
study is complete, we hope to submit for 
publication – however because it is a pilot study, 
we will not meet the statistical significance based 
on the number of subjects.  Hopefully this pilot 
study will generate broad interest in conducting a 
randomized control trial.   
 
OCR: Have you encountered any challenges with 
this pilot study? 
 
DB: So far our main challenge has been recruiting 
patients. 
 

 
OCR: Unfortunately, your study is not unique 
with that specific challenge.  What made you look 
into this condition? 
 
DB: This study is important to me because both 
my grandfather and wife’s grandfather suffered 
from hospital-acquired delirium prior to passing 
away, so I have firsthand experience with how 
frightening this can be for families. 
 
OCR:  I hope you can get the results you need to 
further investigate this condition that is obviously 
very important to you. What are some other 
research areas that are important to you? 
 
DB: My general research interests include 
population health, antimicrobial stewardship, 
direct oral anticoagulants, medications which are 
associated with falls, medication adherence and 
related devices, expiration dating and hospital 
waste, medication safety, and interoperability of 
[Electronic Health Record’s] using block chain 
technology. 
 
OCR: That sounds like a lot of research interests.  
Do you have any projects planned or in 
development to test any of those interests? 
 
DB: I have two current projects in the planning 
phase. The first is to study a medication adherence 
device for direct oral anticoagulants and the 
second is a project to set up a multi-healthsystem 
registry for allergy information using block chain.  
 
OCR: Those sound very cutting-edge.  Have you 
been at the forefront on other novel studies in the 
past? 
 
DB: The MCT Oil Study is my first IRB-approved 
research study.  I have done a few QI (Quality 
Improvement) projects in the past – most notably 
to increase patient access to intranasal naloxone. 
 
OCR: It may be your first IRB-approved study, 
but it does not sound like it will not be your last.  
Thank you for taking a few moments to speak 
with us about your study and research interests. 

 

Continued... 
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More Information: 

This study is being conducted under the oversight, supervision, and approval of the Newton-Wellesley Hospital 
Institutional Review Board 

David Berkowitz does not work for, consult for, own shares in, or otherwise receive funding or monetary 
honorarium from any company that may benefit from this article and has no relevant affiliations beyond his 
appointment to Newton-Wellesley Hospital. 

 

 

 

About the Investigator 
David Berkowitz is the Assistant Director of 
Clinical Pharmacy at Newton-Wellesley Hospital.  
He received a bachelor’s and doctorate degree in 
Pharmacy (PharmD) from the Massachusetts 
College of Pharmacy in Boston, MA.  He has 
worked at Newton-Wellesley Hospital since 2014.  
David is a 2015 Partners in Excellence Award for 
Healthcare Innovation recipient and part of the 
2015 Partner’s Pharmacy and Therapeutics 
Partner’s in Excellence Team Award. 

 

 

 

LLoott  PPaaggee  IInntteerrnnaall  AAwwaarrddss  FFuunnddiinngg  

OOppppoorrttuunniittyy  

The Lot Page Research Fund is an internal peer reviewed research award program designed to expand and 
foster research activities at the Hospital.  Submissions are open to all applicants that have a primary clinical 
appointment at Newton-Wellesley Hospital. 

The funding opportunity is for an 18-month grant of up to $20,000 and investigators are limited to receiving 
one award per fiscal year. 

Proposals are reviewed for funding under two separate funding cycles.  The Spring Cycle awards funding 
for the project period that runs from April 1 to September 30, with applications due by March 1 – The Fall 
Cycle awards funding for the project period that runs from November 1 to April 30 with applications due by 
September 1. 

The application and awarding process for the Lot Page Research Fund has recently received an update to 
provide for increased opportunities and accountability.  Among the changes are a new application which 
can be downloaded from the Internal Awards and Research Grand Rounds webpage and a new notice of 
awards agreement that provides for interim and final reporting on the grant. 

Additional information on the Lot Page Research Fund is available on the Office of Clinical Research 
website.  Questions can be submitted to the Office here. 

 

https://www.nwh.org/office-of-clinical-research/human-research-protection-program/institutional-review-board
https://www.nwh.org/office-of-clinical-research/human-research-protection-program/institutional-review-board
https://www.nwh.org/office-of-clinical-research/investigators/research-grand-rounds
mailto:NWHResearchOffice@Partners.org
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FFiinnaall  RRuullee  AAiimmss  ttoo  EEnnhhaannccee  PPrrootteeccttiioonnss  ffoorr  

RReesseeaarrcchh  PPaarrttiicciippaannttss  aanndd  MMooddeerrnniizzee  

RReegguullaattoorryy  OOvveerrssiigghhtt  

The U.S. Department of Health and Human 
Services recently issued a final rule to update the 
“Common Rule” regulations (45CFR46) that 
provide protections for individuals who 
participate in research. The current regulations 
have been in place since 1991.  When they were 
developed, research was conducted 
predominantly at universities and medical 
institutions, and each study generally took place at 
a single site. Since then, research with human 
participants has grown in scale and complexity, 
become more diverse, and data has entered the 
digital age. 

Most provisions in the new rule will go into effect 
in 2018. 

Besides strengthening protections for people who 
volunteer to participate in research, the new rule 
also ensures that the oversight system does not 
add inappropriate administrative burdens, 
particularly with respect to research that is 
considered low risk. The update also allows more 
flexibility in responding to today’s rapidly 
evolving and dynamic research environment. 

Among the more significant changes is that the 
final rule will now generally expect consent forms 
to include a concise explanation – at the beginning 
of the document – of the key information that 
would be most important to individuals 
contemplating participation in a particular study.  
This will enable potential participants to have a 
better understanding of a project's scope, 
including its risks and benefits, in order to make a 
more fully informed decision about whether to 
participate.  
 
 “Over the years, many have argued that consent 
forms have become these incredibly lengthy and 
complex documents that are designed to protect 
institutions from lawsuits, rather than providing  

potential research subjects with the information 
they need in order to make an informed choice 
about whether to participate in a research study,” 
said Jerry Menikoff, MD, Director of HHS Office 
for Human Research Protections.  This led to the 
government’s recent efforts to overhaul the 
regulations.  

Other key elements in the final rule include: 

 Requirements to use a single institutional 
review board (IRB) for multi-institutional 
research studies. Flexibility has been 
incorporated to allow for broad groups of 
studies (instead of just specific studies) to 
be removed from this requirement. 
 

 For studies involving stored identifiable 
data or identifiable biospecimens, 
researchers will have the option of relying 
on broad consent obtained for future 
research as an alternative to seeking IRB 
approval to waive the consent requirement.  
Researchers will still not have to obtain 
consent for studies on non-identified stored 
data or biospecimens 
 

 The establishment of new exempt 
categories of research based on the level of 
risk they pose to participants.  For example, 
to reduce unnecessary regulatory burden 
and allow IRBs to focus their attention on 
higher risk studies, there is a new 
exemption for secondary research involving 
identifiable private information if the 
research is regulated by and participants 
are protected under the HIPAA rules. 

 

 

 
Continued... 
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Final Rule (continued) 

 Removal of the requirement to conduct continuing review of ongoing 
research studies in certain instances where such review does little to protect 
subjects. 

 Requirement that consent forms for certain federally funded clinical trials be 
posted on a public website. 

For a simplified look at some of the changes, please consult the summary table to 
the right created by the Council On Government Relations. 

 

Summary Table created by COGR 

Click on Table for an expanded view. 

 

Research Study Activity at Newton-Wellesley 

 

  
Click Left (2016) chart to expand view. To return to standard view, click Right (2015) chart. 

The total number of active research studies in progress at Newton-Wellesley Hospital for 2016 was 114, which 
represents a minimal increase of 2 protocols over the previous year.  While we saw only the slightest increase in 
the number of active studies, more departments have become engaged in research over the past year to include 
pharmacy and nursing.  Similar to prior years, Oncology studies again represented approximately 25% of the 
trials in 2016, with a total of 26 active studies. 

Continued... 

http://www.cogr.edu/sites/default/files/COGR Common Rule Summary Table.pdf
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Newton- Wellesley had 12 industry-sponsored studies active in 2016.  Total available research funds at the end of 
2016 were $359,233.37, which reflects a 60% increase in sponsored projects over 2015.  This next year, we expect 
continued expansion in our research portfolio and collaborations. 

  

 

The Office of Research Newsletter is the electronic newsletter produced and distributed by the Newton-Wellesley 
Hospital Office of Clinical Research to highlight important and current news in the field of research. 

Questions or Comments regarding The Office of Research Newsletter should be directed to the Office of Clinical 
Research 

If you have a news story or research activity that you would like to highlight in the next issue, please contact the 
Office of Clinical Research to discuss 
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