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In the year of undertaking this effort I had the honor of talking to many colleagues in the clinical trials 
industry that have executed nothing less than heroic acts to protect the integrity of studies and the well-
being of patients, fellow co-workers and communities.  
 
I have also had the saddening experience of talking to many who have suffered losses of property, 
community, wellness or even family (as I have with the loss of my elder cousin and godfather as a result of 
Hurricane Katrina). Appreciation is not only given to those who were able to gift their stories with me but 
also to the countless others who did not have the same opportunity but deserve recognition for what they 
have done and what they have overcome.  
 
This guide is a testament to those who have shared and will share my professional tithing mission of 
“making our data a little better, our subjects a little better off, and our workdays a little easier” during the 
most difficult of times.  

– David 

 
 
 

 
David Vulcano 

Vice President, Clinical Research Compliance and Integrity, HCA Healthcare 
Honorary President, Society for Clinical Research Sites (SCRS) 

  



 

 

INTRODUCTION 
 

"There are certain times in life, that no matter what one does, there is nothing one can do. Especially when there is 
no prior life experience that should have directed one to do anything differently than what was done before."  

-Franklin D. Beahm, New Orleans attorney after Hurricane Katrina 
 

As true as the introductory quote can be, fortunately we are not alone and can share life experiences with others 
that can help direct us on what we can do before, during and after a disaster.  
 
It may be only once in a lifetime that a clinical research site experiences a local force majeure that interrupts business 
for a period of time. The silver lining in that situation is that they are most likely not the first site to experience such 
an event, nor are they without support from the research sponsors. There are many others who, in a global 
environment, have dealt with not just the so called “acts of God” (hurricane, flood, fire, earthquake, volcanic 
eruption, etc.) but also acts of man which include but are not limited to war, strike, riot and terrorism.  
 
While most contracts (and common law) provide alleviation from meeting contractual obligations during such a force 
majeure event and its aftermath, in a business that deals with humans in healthcare settings, we also have an 
unwritten obligation to take care of our patients. Therefore, this document focuses more on the protection of human 
subjects rather than backup of data/samples and security of specimens. Note that lab animals are important as well, 
but beyond the scope of this guidance. Please seek additional guidance if you are caring for such animals. 
 
Most healthcare organizations have emergency preparedness plans. In those plans, however, patients in clinical trials 
(especially those not currently hospitalized) are usually not the highest priority as they are likely not considered 
among the most vulnerable or in need of the most immediate aid and assistance. Clinical trial participants are, 
however, a unique subpopulation of patients herein. Our duty to the patients is not secondary to our duty to protect 
data, equipment and biospecimens.  
 
Despite our best planning efforts, nothing ever goes perfectly. Even the best laid disaster plans can be ineffective at 
times as they all rely on human intervention and no plan is fail proof.  Sometimes we don’t have any time to prepare 
(as in a tornado) or only minimal time.  
  
Also, plans may need to be altered with little to no time. For example, people evacuating for hurricanes are generally 
accustomed to returning to their city 1-2 days after the storm with only minor or small-scale inconveniences 
whereas, in hurricanes such as Katrina (New Orleans) or Maria (Puerto Rico), entire cities were devastated.  
 
While articles and presentations have been done about lessons learned from Hurricane Katrina in general1 as well as 
specific to clinical trials2,3,4, it is fundamental to understand that we live in a different world today when it comes to 
disaster planning. Appreciation of this can be ascertained in a single simple statement: Hurricane Katrina occurred 
two years before the first iPhone was released. Even since then we have implemented many solutions to facilitate 
remote visits and remote monitoring, especially accelerated during the COVID-19 pandemic, that can be applied in 
preparation or response to force majeure events. Herein is current guidance on best practices sites can do to better 
prepare and respond. 

 
1 Carey, Bill. Leave No One Behind: Hurricane Katrina and the Rescue of Tulane Hospital. Nashville, Tennessee. Clearbrook Press. 2006.   
2 Kardinal, Carl G. Hurricane Katrina: The Challenge to Cancer Clinical Research. The Ochsner Journal. 2006 Spring; 6(1): 38. 
3 Applied Clinical Trials Editors. Hurricane Katrina: What Have We Learned? Applied Clinical Trials. Oct 01, 2006. 
4 Vulcano, D. & Cormier, S. “Patients on Investigational Therapies- Better Prevention and Response Plans To Protect Their Rights, Safety and Well-
Being During A Disaster”. Joint Commission Resources 6th Annual Emergency Preparedness Conference “Emergency Preparedness Compliance: 
2010”. Poster. April 8-9, 2010 



 

 

THINGS TO DO WHEN NO IMMINENT FORCE MAJEURE IS UPON YOU 
 
Patient/Subject Instructions 
 

• Don’t feel alone or embarrassed. Many healthcare providers (especially long-term care facilities) discuss or 
disclose upon admission what would happen in the event of a natural disaster.  

• In general, you want to provide your subjects with several options to contact you. In other words, if they walk 
away with only your office number, you are likely failing them. Be sure they know multiple ways of contacting 
you (i.e. phone, email etc.) and know your website and/or social media profiles, especially if you will be 
putting “reopening dates” or other instructions on these channels. Be sure that they know the sponsor and 
protocol number so that they can look it up online, especially if they cannot contact you and need to contact 
anybody related to the study for assistance. Consider having a dedicated phone line from another area code 
where service will not be impacted.  Cell phone lines with a 504 area code were inoperable during the 
aftermath of hurricane Katrina due to downed cell towers. 

• You may also want to give your subjects advance instructions on what to do with electricity or connectivity 
dependent study materials/peripherals. Request instructions from technology vendors and sponsors/CROs 
what patients are to do if they cannot charge, access or connect their study devices.  

• You should remind subjects to bring the entirety of their study supplies and materials/peripherals when they 
travel/evacuate. Remind them that if there is an extended evacuation, they will not be able to get study 
materials as easily. For example, while they would walk into most pharmacies and get refills on their regular 
prescriptions, they will not be able to get a refill on their investigational drug. Having the materials with them 
if they visit a healthcare provider or pharmacy can assist those providers in helping them get connected to 
study resources.   

Connection of the Study Team 
 

• Without being overly bureaucratic, a site should identify one person (and a backup if that person is 
unavailable) at the institution who declares the “emergency” enactment of the rest of the plan. Additionally, 
determine how such a declaration will be communicated to the staff. This prevents the site from having 
inconsistencies of information amongst themselves and their subjects. In institutions where research is a 
component of a larger system (e.g. research is a department in a hospital or clinic), this person should be the 
same as or report directly to the person designated to make that call for the overall institution (e.g. an overall 
hospital administrator or clinic manager).  

• Each member of a study team should have personal contact information of the other members of the study 
team and kept with them off-site.  

• Consider plans for a temporary research site if your location is damaged. This could be at a sister facility (i.e. 
if you are part of a bigger healthcare institution), a temporary shelter or even a mobile RV research site.  

• Consider housing for your staff to safely return to as many of them may have damage to their homes or no 
home at all to safely return to.   

• If your site has an in-line generator that has enough fuel supply consider opening your site for staff to return 
safely to ensure that clinic operations can resume as soon as possible for patients who may have stayed in 
the affected area. 

• Sites may wish to reach out to the sponsor to identify an emergency contact for emergency placement of 
clinical trial participants who have evacuated to other states. Sponsors may wish to consider giving a list of 



 

 

the cities and clinical trial research sites where studies are being managed in at the beginning of a trial for 
areas that are disaster prone so that patients may consider those areas as key evacuation areas to maintain 
contingency of care. 

• Note that there are many other “general” disaster planning resources that are beyond the scope of this 
document, such as cash reserves to support the business interruption, plans to sustain payroll even without 
visits, review of insurance coverage, general theft and fire protection as described below, etc.  

• If your place of work only has cordless phones, it is suggested to have at least one corded phone as it likely 
will still work when the general electricity is out.  In the event of a natural disaster, it is highly unlikely that 
the phone line will work or that staff will be onsite. Therefore, a mobile phone with solar power battery bank 
from an outside area code would be most effective. 

Study Operations 
 

• Check with the study sponsor on a few items such as: 
o Who to contact (and their backup) in an emergency and how to reach them. 
o Evaluate the ability to unblind a study drug remotely if necessary (i.e. a displaced patient is in an 

emergency room and needs unblinding while you are not able to access your office). 
o Seek out information on what to do for each study peripheral (e.g. electronic diaries sent home with 

the patient) if it doesn’t work due to loss of power or connectivity. For example, how can paper logs 
substitute as a backup? 

• Assure you have generators to sustain power to mission critical items first, and then to other power-
dependent study necessities. This is especially important if you have a lab containing biological agents that 
require BSL-1 or higher protection. Generators that are automatic are the most effective.  Generators that 
rely on human intervention or the refilling of fuel are not effective during natural disasters as they endanger 
the staff and require fuel refills and fuel is often scarce during the aftermath of natural disaster.  Consider a 
generator that comes on automatically and has a two-week fuel supply. This system should follow the 
recommended testing and maintenance schedules. 

• Assess the adequacy of data storage, determine what systems/information you would need if you had to 
work remotely, how will those systems be available to you in the aftermath of a disaster, and develop a 
mitigation plan. With many items stored digitally, this is potentially easier. However, you may need to 
ascertain if the data/systems can be accessed from specific computers.  

• Secure paper from fire and water damage. For example, move the paper files to the top shelf and/or keep 
“one of a kind” paper files in a room with anhydrous fire extinguishing systems.  

• Put stickers on equipment that state who to contact regarding questions about it. This helps minimize the 
chaos in the immediate aftermath as well as helps restore order. 

Resources 
 

• If you are part of a bigger network (i.e. a hospital system), you likely have more resources available to you 
and may be able to integrate some or all of your needs into a bigger organizational plan. This would be 
beneficial not only for general emergency response needs, but also physical plant needs as well as other 
things such as media relations. Start by searching for sample tools and checklists in multiple languages as well 
as NIH Extramural Response to Natural Disasters and Other Emergencies. Talk to other sites that have faced 
similar situations. You can even share the development and/or implementation of any actions. 



 

 

• Read guidance documents from your regulatory authorities and other sources. Guidance on your use of 
telecommunications, remote informed consent, remote monitoring, use of non-traditional study staff, direct 
shipment of investigational product and other topics can be useful in sustaining patients in the trial and 
operations.  

• PRACTICE, PRACTICE, PRACTICE WITH YOUR STAFF. 

THINGS TO DO (IF YOU CAN) WHEN THE FORCE MAJEURE IS IMMINENT  
 
While not all disasters can be predicted or give the luxury of preparation time, many disasters usually do offer some 
lead time for you to work your plans in conjunction with your personal plans.  
 
Contact all active subjects 
 

• Establish how you can contact each other if necessary.  
• If any visits may be affected by the forthcoming event, try to (within the confines of the protocol) preferably 

do any scheduled visits early. Alternatively, you can establish a rescheduled time for any upcoming visits that 
may be affected. If important safety visits will be missed, try to find an alternate site (see discussion on 
alternate sites below).  

• Remind patients and their caregivers about protocol compliance and to take all their study materials with 
them if they are evacuating. This includes reminding or advising them on what to do and who to contact if 
their study peripherals are not working or they are evacuated for an extended period (e.g. and need a 
shipment of study drug). In addition, understand and respect that they will be out of their routine and likely 
distracted from their study obligations thus you may need to build additional reminders into automated or 
manual cycles. 

Contact the Sponsor/CRO 
 

• It is good practice to remind your sponsor/CRO partners what you are preparing for and request that they do 
not contact you regarding any non-preparatory issues. You can also reinforce and/or supplement this a few 
days early with an email autoreply a few days before. Ask to reschedule any upcoming monitoring visits as 
well. 

• State that, if logistically possible, you will be shipping stored specimens or other materials earlier rather than 
on the routine schedule. This gets the specimens to a safer location and decreases the competition for 
needed generator plugs and/or the risk of damage to the specimens due to loss of power or flooding. 5  

• If there is a risk of losing temperature control from loss of electricity, ask if they want the investigational 
product shipped to another location. Sites may even be surprised as many sponsors indicate that they will, 
after the event, automatically assume a total loss of inventory and replace it regardless.  

 
5 Note that the reciprocal is also true in that even if the site is not in an affected area, they should still be aware of force majeure events that 
may affect the location of their shipments. For example, if the central lab is in Miami, Florida and Miami is in the cone of uncertainty for a 
hurricane, it is arguably better for a site in Tennessee to hold on to the specimens under their temperature control until Miami is in the clear as 
opposed to shipping them on time. The latter may result in the specimens not being delivered overnight but sitting undelivered for days 
resulting in a possible compromise in the integrity or usability of the specimens. 



 

 

• Be sure your data (including your mobile phones if applicable) are backed-up AND CHARGED accordingly. 
Although not necessary, many people recommend the 3-2-1 rule which encourages 3 copies in at least 2 
mediums with at least 1 off-site.  

• Update your website and/or social media channels with noticeable instructions on what to do and/or who to 
call during the disaster phase. 

• Assure all your staff have each other’s personal contact information. Suggest that each staff person receives 
a printed schedule of activities (i.e. upcoming patient visits for the next 2 weeks in case they need it).  

• If you are at risk for your company’s internet being down, you may want to have some mobile hotspots 
available, but be sure to purchase in advance. 

• Some sites promote designating a staff person to evacuate days earlier rather than waiting for an 
announcement for voluntary or mandatory evacuation. The site may even cover the price of the travel so 
that they can be better prepared to be the communications hub with patients or, if it winds up that the force 
majeure does not affect the site, then they were able to work remotely anyway.  

THINGS TO DO DURING THE FORCE MAJEURE 
 

• Be safe. That’s it. 

THINGS TO DO AFTER THE FORCE MAJEURE 
• As soon as practical, contact all active subjects. Assure they are well and ascertain what they need for 

protocol continuity based on their situation (i.e. no electricity, unable to move back home, etc.). Note that if 
there are any visits that are scheduled to occur before you reopen, you may need to get creative by utilizing 
an alternate site, going to the subject’s home, or doing as much as you can over the phone) in order to try to 
stay protocol compliant. Similarly, you may have to see if direct shipment of investigational product to the 
patient or a local health care provider is feasible. 

• Contact fellow staff. Assure they are safe and ascertain if, what, where and how they will work until the site 
returns to full functionality.  

• Be aware of the psychological impact on patients and staff. Refer to mental health services as needed. 
• Honestly reassess your ability to sustain the study(ies), specifically related to patient safety and data 

integrity, both internally and with the sponsor. This may be related to your capacity (e.g. if you will be short 
of staff, have physical plant impairments, predict inability to pivot to necessary alternate visit strategies etc.) 
or external issues (e.g. supply chain interruptions of trial supplies). This may require the prioritization of 
certain studies over others. For example, during the COVID-19 pandemic many sites had to decrease their 
portfolio of studies for conditions that had existing marketed therapies, and thus prioritized studies of life 
saving/sustaining products of which there were no marketed alternatives. Sites also prioritized studies that 
were better resourced by sponsors and easier to conduct over other studies that would further strain their 
resources during difficult times.  

• Stay in touch with the individual responsible for making the reopening decision. Communicate to subjects 
when you expect to re-open. This can even be put on your website and/or social media. 

• Verify stability of study products and stored samples. This is important as loss of electricity oftentimes causes 
deviations from storage compliance. The sponsor should be contacted as to what to do if there is any 
indication that the storage conditions deviated. This may result in having new investigational product sent to 
you from the sponsor or another research site or even result in the temporary authorization of use of 



 

 

commercially available drugs instead of sponsor supplied drugs (as in a Phase 4 post marketing study). You 
may also, if consistent with the protocol, need to redraw samples from patients. 

• Some institutions may give their staff some purchasing/debit cards or authority for incidental needs until the 
institution is fully functional again.  

• Document damage and downtime. When damage or downtime will impede you from meeting your 
regulatory or contractual obligations, you should document it. This may also be useful if your institution is 
requesting police reports (i.e. for looting after a disaster) or other insurance claims as well.  

• Document related deviations. First, before you document something as a deviation, make sure that it is truly 
a deviation. It is not a protocol deviation if it is not inconsistent with the protocol. With the increase of 
decentralized trial data gathering, many protocols are being written to be more location-agnostic and 
equipment-agnostic, thus you may have greater flexibility in the protocol. Regulatory authorities like the U.S. 
Food and Drug Administration have issued guidance6 that 1) indicate that you should make sure the 
documentation identifies how the deviation was caused by the force majeure event and 2) that it can be 
done for each individual participant or as a general statement. 

THINGS TO DO TO SUSTAIN THE PLAN 
 

• If you have never talked formally with your team about emergency planning or don’t have a plan, schedule a 
one-hour meeting right now to discuss. Start by identifying what possible disasters may happen to your site 
and what are your mission critical functions. Theft, cybersecurity and fire are likely disasters for everyone to 
be aware of, but things like tornadoes, hurricanes, tsunamis and geopolitical instability will likely vary by 
geography. Sites should designate a person(s) to regularly check that staff are aware of what to do in case of 
such emergencies. 

• Formal Review: Plans need to be continuously reviewed. In general, hospitals are required to formally review 
their emergency preparation plans no less than bi-annually.  

• Review your insurance policies (i.e. fire, flood, cyber, theft etc.) to assure you have adequate coverage. This 
should be done periodically. 

• Decide if and how you want to test your plan. This is not limited to things like doing generator tests or fire 
drills but more to longer term disasters. For example: 

o Ask everyone who normally works in the office to try to work from home one day (patient safety 
permitting). 

o Use your back-up systems (i.e. back-up vendors, paper instead of electronic etc.) every now and then 
to test functionality. 

o Confirm your data and systems are adequately backed up and restorable by testing the rebooting or 
restoring it in a safe environment. 

• Debrief after using the plan. Of course, the best time to review a plan is shortly after it was utilized. The 
discussions in such a debriefing are what one would expect: what went well and what could have gone 
better. This will likely take many sessions to process a full debriefing.  

 
6 Considerations for the Conduct of Clinical Trials of Medical Products During Major Disruptions Due to Disasters and Public Health Emergencies. SEPTEMBER 
2023.  



 

 

 

OTHER MISCELLANEOUS ITEMS AND ELABORATIONS 
 

IRB/REC/EC Oversight 
 
In general, non-exempt human subjects research should have uninterrupted oversight. This entails the overseeing 
ethics body obtaining information from the investigator and conducting not only routine continuing review but also 
administering to the ad hoc reporting requirements of unexpected problems involving risks to subjects or others. In a 
force majeure situation, the research site/investigator(s), the overseeing ethics body, or both may be unable to fulfill 
their routine or ad hoc responsibilities.  
Overseeing ethics bodies are encouraged in guidance to have written procedures demonstrating contingency plans 
for transferring oversight of one or more studies to another overseeing ethics body in the event the overseeing ethics 
body is unable to continue oversight of the study7.  
 
Although regulations generally do not specify how this can be done, one example can be seen in guidance documents 
from the FDA that describe what entails the routine transfer of studies from one IRB to another8. Recognizing the 
realities of a force majeure situation as not being routine, the guidance provides the following under the Special 
Situations section:  
 

“When a temporary transfer of IRB oversight occurs (e.g., due to a natural disaster) whether within the same 
institution or to a different institution, the [guidance] should be useful, but again, not all eight steps may 
apply. The appropriate steps to effectuate oversight transfer will depend on the specific circumstances, 
including the reasons for the transfer and the risk posed by the study. In the case of a natural disaster, 
although the transfer may initially be thought to only be required for a short period of time, additional time 
may ultimately be needed before the original IRB is able to resume its oversight responsibilities. The original 
and receiving IRBs would need to ensure that study oversight does not lapse; adverse events are reported to 
the appropriate IRB, etc. during this interim period.”9 
 

Similarly, OHRP issued unofficial guidance on IRB oversight after Hurricane Katrina (2005) and after Hurricane Sandy 
(2012) indicating the desire to assure uninterrupted IRB oversight with the caveat that they would use available 
flexibility considering the circumstances. After three very impactful U.S. hurricanes in 2017, OHRP issued a formal 
guidance document for this issue: 
 

“OHRP has been asked how such institutions should handle institutional oversight of ongoing, IRB approved 
research. One option is to rely on another institutional review board (IRB) that is not affected by the disaster. 
IRB authorization agreements still must be executed. However, depending upon the breadth of a disaster, 
IRB records may not be available to send to another IRB for review. OHRP understands that it may not be 
possible or practical to prevent expiration of IRB approval. Investigators should be cognizant of when IRB 
approval for their research expires. Of course, any research that is determined to be in the best interest of 
already enrolled subjects may continue after expiration of IRB approval. When investigators determine that it 

 
7 OHRP Institutional Review Board Written Procedures: Guidance for Institutions and IRBs (2018) https://www.hhs.gov/ohrp/regulations-and-
policy/guidance/institutional-issues/institutional-review-board-written-procedures/index.html  
8 FDA Guidance for IRBs, Clinical Investigators and Sponsors: Considerations When Transferring Clinical Investigation Oversight to Another IRB 
(2014) https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM307779.pdf  
9 ibid 



 

 

is in the best interest of subjects to continue with the research, they are expected to notify the IRB, when 
possible. 
 
OHRP encourages reasonable attempts to rely on another IRB. However, if extraordinary circumstances make 
relying on another IRB untenable, OHRP will take into account the situation at institutions that are affected 
by such disasters, and will use available flexibility in its decision making if an institution failed to conduct 
continuing review at least annually. This flexibility will continue during the time that the devastation prevents 
the IRB from either conducting continuing review or temporarily relying on another IRB to conduct 
continuing review.”10 

 
Being An Alternate Site 
 
Especially in situations where subjects in a multicenter study are displaced, there exists other sites that are 
adequately trained on the protocol and investigational product that can assist. With the growing prevalence of cloud-
based study data, it is easier than ever before for a site to accept a temporary (or permanent) transfer of a study 
participant to conduct scheduled or unscheduled safety visits/procedures. A sponsor may reach out to a site 
prospectively to do this, or the site may volunteer this service to the sponsor.   
 
With current technology, the alternate site (especially with the aid of the sponsor) can more easily verify the proof of 
existence of the original informed consent and obtain the participant’s history in order to proceed with the visit(s). 
Some logistical challenges may remain such as obtaining refills on the investigational product or assuring the proper 
lab kits are in stock however sponsors and CROs have capabilities to assist in expediting these shipments, especially 
in an unaffected area. Sponsors have been known to accomplish incredible feats to assure uninterrupted 
investigational product supply, down to coordinating bicycle couriers in Puerto Rico post-Hurricane Maria and even in 
situations of active war in foreign countries.   
 
Challenges related to IRB/REC/EC oversight may occur if the protocol is not active at the location volunteering to be 
an alternate site. These oversight boards may vary in their requirements and ability to timely take on oversight of the 
study. Also, such oversight boards may be non-functioning due to the disaster and thus incapable of adding the 
location.  
 
Despite the potential challenges and extra paperwork, being an alternate site for displaced clinical trial participants is 
arguably a noble effort. Sites should challenge themselves to provide the opportunity for a clinical trial participant at 
an affected site to continue being in the study and do so in a manner that they receive all safety examinations and 
oversight. Despite the imposed competitive culture of comparative enrollment and retention statistics, this is 
ultimately the right thing to do for the subjects. Of note there is added work to be done to integrate a subject at your 
site midway through the protocol, which may present some technology challenges and ddded costs above and 
beyond the negotiated visit budget. Be aware that SCRS’s Site Resource to Understanding Common Invoiceable Items 
& Services provides a description of a Subject Transfer Fee to document the justification of such charge which may 
include reconsent of Subject(s) and orienting them to the local site, quality review and assimilation of prior site’s 
paperwork and data, and updating technology/systems to include the new Subject. 
 

 
10 Effects of Disasters on Human Research Protections Programs Guidance (May 14, 2018) https://www.hhs.gov/ohrp/regulations-and-
policy/guidance/effects-of-disasters-on-human-research-protections-programs-guidance/index.html 



 

 

A final thought about being an alternate site is that you may not have a choice. After Hurricane Katrina’s aftermath, 
clinical trial patients walked into pharmacies, emergency rooms, doctors’ offices or other businesses with “research” 
or “clinical trials” in their name looking for assistance. Good faith efforts herein are the right thing to do.   
 
Leveraging Sponsor/CRO Assistance 
 
Sponsors and CROs can be among your greatest assets in these situations. As mentioned, this may be your first force 
majeure but it is almost certainly not theirs, especially if they are coordinating global trials. Some sponsors, such as 
the NIH, have a dedicated website (https://grants.nih.gov/grants/natural_disasters.htm) where they post their 
historic responses to certain events.  
 
Nevertheless, sponsors have access to logistics, knowledge and resources that may be fundamental to the recovery 
of your site as well as the sustainability of protocol adherence for the patients. While there are no great catalogues 
on how well the sponsors assist during these times, an example found in a posthoc analysis of Hurricane Katrina 
demonstrated how one industry sponsor flew a patient to an alternate city and paid the rental car and lodging for 4 
days so that the patient could get to the alternate site.  Don’t be afraid to advocate for your patients.  Sponsors are 
often willing to assist to keep the patients in the trial. 
 
The Psychological Footprint 
 
Lingering psychological effects in a community after a tragic event have been well documented11,12. While symptoms 
may not escalate to post-traumatic stress disorder, mental health and substance abuse conditions are still likely to 
result in more protocol deviations and concomitant medications. The mental health needs of both the site staff, the 
enrolled clinical trial patients and the community of potential subjects should not be ignored.   

CONCLUSION 
 
The continuity of your business, the wellness of your fellow coworkers, the integrity and momentum of the research 
project and the safety of the human subjects are all important components to address when making plans to prepare 
and recover from a force majeure event. While no plan or guide (including this one) is comprehensive for all possible 
situations and a business has to be conscious of their resources, risk-based tradeoffs have to be made in developing 
your plan. No two disasters are exactly alike, and no two sites will have exactly the same need.  
 
The most important thing is that you are discussing the topic of disaster planning, conducting efforts as far in 
advance as possible and reevaluating it all at appropriate frequencies as you learn more. Remember that your 
personal safety is your priority, but note that the clinical trial patients are feeling the same way and are dependent 
on you for their study continuity. A little bit of planning will go a long way.   
 
 
 

 
11 Minerd, Jeff. USPSYCH: 'Katrina Brain' Pervasive After Hurricane. MedPageToday. 2006. 
https://www.medpagetoday.com/meetingcoverage/uspsychiatricmentalhealthcongress/4582 
12 SAMHSA Disaster Technical Assistance Center Supplemental Research Bulletin: Mass Violence and Behavioral Health (September 2017) 
https://www.samhsa.gov/sites/default/files/dtac/srb-mass-violence-behavioral-health.pdf 
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