
From: irb@umassmed.edu
To: Blodgett, Allison
Subject: COVID19-related IRB Updates
Date: Thursday, March 12, 2020 11:47:51 AM
Attachments: COVID 19 Clinical Research Memo March 12 plus UMMHC and IRB.pdf

Dear Research Community,
The UMMS IRB Office remains open, and our electronic submission system, eIRB, remains
accessible via the web. Our Ask-An-Expert sessions will not be held this month.
Because of COVID-19, researchers may need to implement changes to research studies in
order to eliminate apparent immediate hazards to subjects. For example, study teams may
need to conduct scheduled visits by phone instead of in-person, arrange for blood draws at
commercial labs in order to minimize potential exposure to COVID-19, or add research
personnel who are not yet CITI certified in order to ensure staffing levels and provide for back-
up coverage. Changes to eliminate apparent immediate hazards to subjects can be made
without prior IRB review and approval. However, they must then be reported to the UMMS
IRB within 5 days in accordance with HRP-801 INVESTIGATOR GUIDANCE: Prompt
Reporting Requirements (https://www.umassmed.edu/ccts/irb/investigator-guidance/). If
your study is reviewed by an external IRB, please check the applicable SOPs as timelines and
reporting processes may be different.
For step-by-step instructions on How to Submit a Reportable New Information (RNI), visit
the eIRB Job Aids: https://www.umassmed.edu/ccts/irb/eirb2/job-aids-ii/ If you are submitting
an RNI to report a change to eliminate an apparent immediate hazard, please describe the
hazard, the changes implemented, and any additional information that may inform the IRB’s
risk assessment.
Study teams should actively plan for coverage of research-related business in the event that
staff and colleagues may be out of work due to travel-related quarantine, illness, or the need
to care for a loved one who is ill. For IRB approved studies, coverage must take into account
the skills and training needed to conduct research procedures. Appropriate personnel should
be added in eIRB and added to delegation logs in anticipation of changes.
Study teams do not need to report to the UMMS IRB that they have implemented
institutionally mandated COVID-19 screening procedures prior to in-person visits. However, all
interactions with research participants should be documented in the study binder.
The IRB will continue to work with UMMS leadership to assure the health and safety of our
community.
Sincerely,
Allison Blodgett, PhD, CIP
Director of IRB Operations
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TO:   University of Massachusetts Medical School Faculty and Staff 
 
FROM:  Katherine Luzuriaga, MD, Vice Provost for Clinical and Translational Research 
  Danielle Howard, Director, Clinical Research Operations 
 
DATE:   March 12, 2020 
 
RE:   Changes in Clinical Research Operations due to COVID19 
 
As indicated by the recent communication from UMMS leadership, UMMS campuses and business units remain 
open and healthy staff should come to work. UMCCTS leadership is taking the following steps to assist with 
efforts to slow the community spread of the virus, while ensuring that clinical research, which often provides 
access to critical therapeutic options, can continue.  
 
General: 
• Investigators and study staff who are ill should not come to work. 
• Investigators and research staff should work with sponsors and collaborators to conduct study-


related business virtually as much as possible. 
o This may include modification of protocols to allow virtual visits. Additional information from 


the UMMS IRB regarding the appropriate process for making changes to clinical studies in 
response to the current COVID-19 epidemic will be issued shortly. The process will make 
use of federal regulations that permit study teams to implement changes to eliminate an 
immediate apparent hazard and to then notify the IRB within 5 days. 


o We are encouraging virtual site initiation and closeout visits, wherever possible. 
o In person site initiation visits and study visits should be discussed with managers. Visitors 


should be kept to a minimum.  
• Accompanying family members should be limited to 1 person per study participant. 
• Investigators and study staff can access lists of scheduled study visits (and visit windows) by 


running the Subject Visit Detail report in OnCore, which should facilitate planning.  
 
Clinical Research Center Operations & Screening: Effective March 12th, the CRC will adopt all UMMHC 
ambulatory clinical/practice procedures (see attached), including the requirement that all staff and 
visitors to the unit will undergo screening for travel, symptoms, and potential exposures. 
• Study teams should contact study participants 24 hours prior to each visit to conduct screening of 


study participant and accompanying family member. Study visits should be re-scheduled for those 
that indicate travel or exposure to individuals with possible COVID19. Any subjects that indicate 
symptoms compatible with COVID19 will be referred to their clinical health provider; the study team 
should work with the provider to provide appropriate study follow-up.  


• Screening will be repeated by CRC staff on arrival at the CRC. If a patient/ study subject presents 
with symptoms compatible with COVID19, a CRC nurse will contact the appropriate health care 
provider and infection control per UMMHC procedure. 


• To facilitate screening:  
o DMD, ALS, and Dermatology clinic staff and patients should use the current waiting room.  
o All research staff, including those requiring access to the lab or other CRC facilities, and 


study subjects should use the old waiting room. Staff screening should be completed once 
daily. 


 
Study Coverage: Study teams should actively plan for coverage of research-related business in the 
event that staff and colleagues may be out of work due to travel-related quarantine, illness or the need 
to care for a loved one who is ill. For IRB approved studies, coverage must take into account the skills 







and training needed to conduct research procedures. Appropriate personnel should be added in eIRB 
and added to delegation logs in anticipation of changes.  


 
UMCCTS staff are here to assist you/your study team with questions during this time. Additional updates 
will be provided as UMMS and/or UMMHC policies change, and as the situation warrants.   
 
As indicated by earlier UMMS communications, the purpose of these measures is to do our part to slow 
the spread of the virus and does not imply a significant health risk. The UMCCTS will continue to work 
with UMMS leadership to assure the health and safety of our community.   
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UMass Memorial Health Care 2019 Novel Coronavirus 
(COVID-19) Ambulatory Clinic/Practice Procedure  
AMBULATORY CLINICS v. 03 02 2020 


 
GUIDELINES FOR SUSPECTED COVID-19  
This is a fluid document and will be changed as CDC makes changes in their guidelines  


This guideline directs the isolation and care for patients known or suspected to be infected with the 2019 novel 
Coronavirus (also known as SARS-CoV-2) and have COVID-19. 
 


I. Procedure 
All patients will be screened for travel and exposure history according to the most current CDC 
guidelines. If the patient meets the CDC guidelines a person under investigation (PUI) and isolation is 
required. Note that the CDC definition of a PUI is subject to change at any time and should be rechecked 
at the time of an evaluation. The current definitions can be found at: 
https://www.cdc.gov/coronavirus/2019-nCoV/hcp/clinical-criteria.html.  
 
A. Immediately place a procedure mask on the patient. 
B. Do not allow the patient to remain in the waiting room but immediately escort the patient to a 


private room and close the door. Staff should remain 6 feet away from the patient as they are 
escorted to the room 


C. Staff should then contact clinic manager and Infection Control  


 
II.  Hand Hygiene 


HAND HYGIENE IS THE SINGLE MOST IMPORTANT MEANS OF PREVENTING THE 
SPREAD OF INFECTION. Hands must be disinfected with an alcohol-based hand rub before and 
after providing care that involves touching the patient or the patient’s environment. Hands must also be 
disinfected after removing gloves, gowns, or respiratory protection devices and after touching inanimate 
objects in the immediate vicinity of the patient or touching contaminated items or surfaces. If hands are 
visibly soiled, wash hands with soap and water, dry hands, and apply an alcohol-based hand rub. 


 
III.  Patient Placement   


The patient must be placed in a private room. The door into the room must always be kept closed. A 
trash container with a red biohazard bag must be placed outside the room – and to the extent possible 
traffic diverted away from that patient room. Personal Protective Equipment should be placed outside 
the room along with a poster detailing the appropriate procedure for donning and doffing PPE.   


 
VI.  Personal Protective Equipment (PPE) 


      Equipment needed includes: 
• Gloves - non-sterile (nitrile) 
• Gown-regular isolation gowns (impervious) 
• N-95 respirator - This is the preferred respiratory protection. PAPRs are to be utilized for employees 


who have been fit-tested and failed to fit to any of the N95s in stock or employees who have facial 
hair. In an emergency if an employee has NOT been fit-tested within a year, a PAPR may be used. 
However, at the earliest opportunity the employee needs to get fit- tested.  
Correct use of PPE is critical to preventing staff exposure. 



https://www.cdc.gov/coronavirus/2019-nCoV/hcp/clinical-criteria.html

https://www.cdc.gov/coronavirus/2019-nCoV/hcp/clinical-criteria.html
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DONNING (putting on) PPE See attachment and review training video - COVID -19 Strict Airborne 
Isolation-Donning 
 
All staff entering the room of a patient are required to don PPE in the following order after careful hand 
hygiene: 


1) Gown: A clean, nonsterile, disposable, impervious isolation gown (normal isolation gown) must be 
worn. Ensure that gown is tied in back and provides full coverage. 


2) N-95 respirator or Powered Air Purifying Respirator (PAPR)* 
a. All staff must wear approved respiratory protection (N-95 respirator or PAPR). The 


preferred respirator is a N95 respirator 
b. Before using an N-95 respirator or PAPR, staff must be medically cleared and trained in 


how to wear/use each device and fit-tested within the past year to ensure proper size and 
fit. 


c. A “fit-check” (also known as a “seal check”) should be performed before each N-95 
respirator use. 


d. If staff is unable to be fit-tested for an N-95 respirator, they must wear a PAPR. 
 


The N-95 respirator is to be used one time unless otherwise directed by Infection Control.  
The PAPR hood is owned by each individual and must be disinfected (grey top wipes) for 
reuse.as well as PAPR hose and unit. The hood should be placed in a plastic bag with staff’s 
name after it is disinfected 
 


3) Goggles/Face shield (chin length): All staff must wear goggles or face shield to protect mucous 
membranes of the nose and mouth from exposure due to splash or potential for hand contamination 
of eyes, nose or mouth. Goggles or face shield are not required if using a PAPR as the hood provides 
facial protection. 


4) Gloves: All staff must wear clean, nonsterile gloves. Gloves must be pulled over the sleeves/cuffs of 
gown. The PAPR battery should be underneath the back of the tied isolation gown 


 
. DOFFING (removing) See attachment - COVID -19 Strict Airborne Isolation-Doffing 
 


Doffing protocol: Before exiting the patient’s room to the anteroom or hallway - 
1. Perform hand hygiene with hand sanitizer while gloves are on. 
2. Remove gown, gloves and face shield/goggles following the CDC guidelines. 
3. Exit patient’s room.  
4. Remove respiratory protection (N-95 or PAPR) after leaving the patient room following the 


CDC guidelines 
5. Discard N-95 respirator in trash container If wearing a PAPR, remove and place in the 


designated dirty area   
6. Perform hand hygiene 
7. If PAPR was worn, disinfect PAPR in the designated dirty area  


a. Don gloves  
b. Using the hospital-approved disinfectant wipe, disinfect the hood and place in plastic bag 


labelled with your name.  To prevent moisture do not seal the bag 
c. Disinfect the PAPR belt, hose and blower motor with a hospital approved disinfectant   
d. Place PAPR belt, hose and motor in clean area/bin  
e. Remove gloves and perform hand hygiene 


 



file://umassmemorial.org/umass/InfCtl/Corononavirus%201.2020/PPE/V2-COVID-19%20PPE%20Strict%20Airborne%20Isolation%20pictures.%20donning%20and%20doffing%20.docx

file://umassmemorial.org/umass/InfCtl/Corononavirus%201.2020/PPE/V2-COVID-19%20PPE%20Strict%20Airborne%20Isolation%20pictures.%20donning%20and%20doffing%20.docx
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VII.  Patient Care Equipment/Supplies 


A. Equipment (e.g., stethoscope, blood pressure cuff, thermometers) should be single-use or 
dedicated to use of the patient to avoid sharing with other patients. Reusable patient care 
equipment must be disinfected with a hospital approved disinfectant before use for another 
patient.  


B. Supplies in the room of a patient should be kept to a minimum. Disposable items (e.g. adhesive 
tape, gauze etc.) must be discarded on discharge. 


 
VIII.  Patient Transport: Strict Isolation Requirements 


Limit patient transport for essential purposes only. Notify the receiving 
department that the patient is on Strict Airborne Isolation + Contact Isolation + Eye 


  Protection. 


A. If transport or movement outside of an isolation room is necessary, place a regular procedural 
mask on the patient for transport.  


B. Wounds must be covered, and body fluids contained. The patient should wash or disinfect his or 
her hands before leaving the room if possible. The patient should wear a mask for transport to 
another department or area. 


C. The patient chart will be transported in a manner that prevents contact with the patient and/or 
contaminated linen.  
 


PPE should not routinely be worn when transporting the patient. 
Exception – If patient contact and/or contact with contaminated equipment will occur during transport 
full PPE must be worn by those having direct contact with the patient and/or the bed or equipment 
during transport. PPE is removed per doffing procedure when contact with patient and/or contaminated 
equipment is completed. Every effort will be made not to touch clean surfaces (e.g., elevator buttons) 
with gloved or contaminated hands by team members in PPE.  


 
There must be a member of the transport team, not wearing PPE, who has clean hands to interact 
with the environment. 


 
IX.  Specimen Collection (all types) - how do you collect specimens from patients on contact 


precautions/contact-plus precautions 
A. Preparation 
B. Follow standard procedures for patient identification and specimen collection. 


1. Place specimen containers/tubes in one basin (if needed) 
2. Label all specimens at patient bedside 
3. Collect specimen(s) 
4. Place labeled specimens into the clean specimen transport bag 
5. Wipe outside of bag with hospital-approved disinfectant wipe  
6. Bagged specimens should be placed in a transport bag that another staff member is holding 


outside of room  
7. Remove PPE per doffing protocol and disinfect hands 
8. Bagged specimens may be transported to the lab per standard processes 


 
X.  Visitors 


If a visitor accompanies a patient, they must be asked to wear a mask, and screened for symptoms. If 
they are symptomatic, they should be placed in a separate room and evaluated separately. 
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XI.  Healthcare Worker Monitoring 
A. A log must be placed outside the room and all healthcare workers /visitors entering the room must 


sign before entering 
B.  If possible, staff should be dedicated (not mandatory) 
C.  Healthcare workers caring for a patient, and those that perform tasks associated with risk of 


exposure will be monitored for fever and other relevant symptoms for the length of the incubation 
period, specific to the specific pathogen (14 days for Covid-19 patients) 


D. Healthcare worker monitoring will be coordinated by Employee Health following MASS DPH 
guidance  
 


  HCW Exposure 
A. HCWs who report an unprotected exposure (i.e., entering the room without appropriate PPE) or 


possible exposure should be assessed by Employee Health and will be monitored in accordance with 
MASS DPH guidance. This may include exclusion from work.   


B.  Post exposure follow-up will be conducted based on direction from public health authorities 
 


XII.   Room Turnover Time and Discharge Cleaning 
A. After patient is discharged, /transferred, leave the isolation signs posted. 
B.  Room must remain with the door closed for 60 minutes before staff can enter the room without 


N95 or PAPR respiratory protection. 
C.  EVS staff will follow their facility manager’s protocol - see attachment- Guideline for Cleaning 


from Crothall Healthcare, Inc.  
      


XIII.   Laundry-All laundry is to be treated as isolation laundry 


XIV.  Waste- All waste is considered regular medical waste and is to be placed in red impervious bags.  EVS 
will follow the packing protocols as established by their facility’s waste management company. See 
attachment. Stericycle Protocol “Novel Coronavirus-Handling Potentially Contaminated Waste” 
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CDC DEFINITION OF A PERSON UNDER INVESTIGATION FOR COVID-19 (FEBRUARY 27, 2020) 


 


A patient is considered a person under investigation (PUI) if: 


 


Clinical Features & Epidemiologic Risk 
 


Fever or signs/symptoms of lower respiratory 
illness (e.g., cough or shortness of breath) 
 


AND Any person, including healthcare workers, who has 
had close contact with a laboratory confirmed 
COVID-19 patient within 14 days of symptom 
onset 
 


 
Fever and signs/symptoms of a lower 
respiratory illness (e.g., cough or shortness of 
breath) requiring hospitalization 
 


 
AND 


 
A history of travel from affected geographic areas 
(China, Japan, Iran, Northern Italy and South 
Korea) within 14 days of symptom onset 


 
Fever with severe acute lower respiratory illness 
(e.g., pneumonia, ARDS) requiring 
hospitalization and without alternative 
explanatory diagnosis (e.g., influenza) 
 


 
AND 


 
No source of exposure has been identified 
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Blodgett, Allison


From: Blodgett, Allison
Sent: Thursday, March 12, 2020 7:20 AM
To: IRB
Subject: COVID19-related IRB Updates


Dear Research Community, 
 
The UMMS IRB Office remains open, and our electronic submission system, eIRB, remains accessible via the web. Our 
Ask‐An‐Expert sessions will not be held this month.  
 
Because of COVID‐19, researchers may need to implement changes to research studies in order to eliminate apparent 
immediate hazards to subjects. For example, study teams may need to conduct scheduled visits by phone instead of in‐
person, arrange for blood draws at commercial labs in order to minimize potential exposure to COVID‐19, or add 
research personnel who are not yet CITI certified in order to ensure staffing levels and provide for back‐up coverage. 
Changes to eliminate apparent immediate hazards to subjects can be made without prior IRB review and approval. 
However, they must then be reported to the UMMS IRB within 5 days in accordance with HRP‐801 INVESTIGATOR 
GUIDANCE: Prompt Reporting Requirements (https://www.umassmed.edu/ccts/irb/investigator‐guidance/). If your 
study is reviewed by an external IRB, please check the applicable SOPs as timelines and reporting processes may be 
different.  
 
For step‐by‐step instructions on How to Submit a Reportable New Information (RNI), visit the eIRB Job Aids: 
https://www.umassmed.edu/ccts/irb/eirb2/job‐aids‐ii/ If you are submitting an RNI to report a change to eliminate an 
apparent immediate hazard, please describe the hazard, the changes implemented, and any additional information that 
may inform the IRB’s risk assessment.  
 
Study teams should actively plan for coverage of research‐related business in the event that staff and colleagues may be 
out of work due to travel‐related quarantine, illness, or the need to care for a loved one who is ill. For IRB approved 
studies, coverage must take into account the skills and training needed to conduct research procedures. Appropriate 
personnel should be added in eIRB and added to delegation logs in anticipation of changes. 
 
Study teams do not need to report to the UMMS IRB that they have implemented institutionally mandated COVID‐19 
screening procedures prior to in‐person visits. However, all interactions with research participants should be 
documented in the study binder.  
 
The IRB will continue to work with UMMS leadership to assure the health and safety of our community.  
 
Sincerely, 
Allison 
 
Allison Blodgett, PhD, CIP 
Director of IRB Operations 
Assistant Professor, Graduate School of Nursing 
University of Massachusetts Medical School 
Center for Clinical and Translational Science 
362 Plantation Street AC7‐215 
Worcester MA 01605 
508‐856‐4271 (office) 508‐856‐1980 (fax) 
IRB web site: http://www.umassmed.edu/ccts/irb/ 
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eIRB home page: https://eresearch.umassmed.edu/OVPR 


 
The University of Massachusetts Medical School’s Human Research Protection Program has been awarded full accreditation by the 
Association for the Accreditation of Human Research Protection Programs (AAHRPP).  
 
Confidentiality Notice: 
This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain confidential, proprietary and privileged information. 
Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended recipient, please contact the sender immediately and destroy or 
permanently delete all copies of the original message. 


 





		FROM:  Katherine Luzuriaga, MD, Vice Provost for Clinical and Translational Research

		FROM:  Katherine Luzuriaga, MD, Vice Provost for Clinical and Translational Research

		Danielle Howard, Director, Clinical Research Operations

		Danielle Howard, Director, Clinical Research Operations




