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Historically it has not been terribly difficult for researchers to gain access to healthcare facilities to conduct 

user research such as contextual inquiry and workflow analysis. Today, some practitioners are finding it 

nearly impossible to get into facilities. One reason is that hospitals are getting progressively more risk-

averse regarding patient confidentiality and patient safety and are less willing to have outsiders in the 

hospital, especially in procedure rooms. Another reason is a lack of understanding regarding how to 

coordinate with offices of compliance and institutional review boards (IRBs), and the fact that IRBs 

typically are set up to manage clinical trials rather than human factors research. The purpose of this panel 

was to raise awareness of healthcare access challenges, discuss solutions, and propose some best practices.  

 

BACKGROUND 
 

In the past, it was easier for researchers to gain access to 

healthcare facilities to conduct user research such as 

contextual inquiry and workflow analysis. Today, some 

human factors practitioners are finding it nearly impossible to 

get into facilities even with the appropriate credentials. One 

reason for this is that hospitals are getting progressively more 

risk-averse regarding patient confidentiality and patient safety 

and are less willing to have outsiders in the hospital, especially 

in procedure rooms. Another reason is a lack of understanding 

on the part of the human factors practitioners about how to 

coordinate with an institution’s IRB, safety program office, 

and / or compliance offices. In addition, hospital IRBs and 

safety offices typically are set up to manage clinical trials 

rather than human factors research. 

This decreasing access to healthcare facilities is 

unfortunate because many stakeholders in the patient safety 

arena, including device manufacturers, are finally recognizing 

the benefits of conducting user research in actual clinical 

settings. In fact, this type of research is encouraged by the 

FDA as part of a comprehensive risk management process (US 

Food and Drug Administration, 2016, Sections 6.4.1 and 

6.4.2)1. At the same time, there is a need for balance between 

protecting patient privacy and safety and gaining the access 

that researchers require for product innovation. 

For non-academic researchers, the best avenue for 

gaining access to healthcare facilities has always been to work 

with a device manufacturer's sales organization, because they 

have established relationships with hospitals and clinicians. 

This helps immensely but also has some drawbacks, such as 

the potential for bias and a tendency to rely on key opinion 

leaders rather than a broader representation of healthcare 

professionals.  

Also, as recently as 2010, device manufacturers and 

researchers could hire third parties to recruit clinicians such as 

doctors and nurses and to gain access to their facilities, but not 

today. We are finding that the third-party recruiters we once 

used are no longer willing or able to take on the task. 

This paper summarizes a panel presentation and 

discussion on this topic at the HFES 2017 International 

Symposium on Human Factors and Ergonomics in Health 

Care in New Orleans on March 7, 2017. During the session, 

the panelists addressed questions such as: What are the biggest 

barriers to gaining access to facilities? How can we address 

these issues? What other avenues exist for gaining access? 

How do we address HIPAA and patient safety concerns? Can 

we take actions to educate other stakeholders such as facility 

managers, clinicians, IRBs, and research coordinators on the 

importance of conducting user research in actual healthcare 

settings to improve device design and increase patient safety? 

If so, what might the next steps be?  

This paper captures at a high level the opening comments 

made by panelists, the ensuing discussion, and provides a 

summary of conclusions and next steps. 

 

PANEL PRESENTATIONS 
 

We began the session with each panelist presenting his or 

her point of view. Below is a summary of the points made. To 

provide context, speaker biographies are included in the last 

section. 

 

Keith Karn 

• Laws intended to protect the patient can harm the 

patient (and society at large) when they impede 

innovation by restricting access for up-front user 

research.  

• Independent researchers face significant hospital 

access issues: 

o A “knock on the front door” (that is, going 

through official channels) often results in having 

the door slammed in your face.  

o Using the "back door” works, but gaining access 

this way through relationships with physicians or 



the clients' marketing representatives feels 

“sneaky.” 

• Unfortunately, patients, healthcare professionals, and 

society as a whole are missing out on the many 

benefits that user research offers. 

 

Mary Beth Privitera 
 

• All healthcare providers went into the practice of 

medicine to help people. They want new devices to 

make their lives easier. The issues that we’re facing 

are the result of a lack of understanding. 

• Our cultural rules and expectations are not going 

away. HIPAA and the Sunshine Act are in place for a 

reason. 

• We as a human factors community need to educate 

the people in the hospital about why we’re there, 

what we’re doing, and why it’s important. 

• Having us in the OR can be a burden for the staff, 

and video cameras can make people uncomfortable, 

so we should use creative problem solving to get the 

data we need, for example, by having a person who’s 

already in the room record the procedure. 

• We need to adjust our methods going forward so it’s 

a collaboration and hospital staff are comfortable 

with the data we’re gathering and what we’re going 

to do with it. 

 

Steve Wilcox 
 

• Design Science conducts extensive amounts of 

research in hospital settings on behalf of clients 

(device manufacturers). We get access all the time 

and have multiple teams in the field. 

• Because it’s gotten harder to get into hospitals, we 

have a dedicated team to handle it and consider the 

recruiting of healthcare providers to be a core 

competency.  

• These are six things to do to gain access: 

o Overcome the initial hesitation. When first 

approached, hospital administrators often say no 

because of HIPAA and because they think it’s 

going to take a lot of effort on their part, so those 

are two things we immediately address. 

o Choose the right vocabulary. Healthcare 

professionals don’t know the human factors 

vocabulary, so you should use their language. 

o Build relationships. If you’ve been to a facility 

before and the OR manager trusts that you’re not 

going to disrupt anything, it’s easier to get in the 

next time. 

o Get certified. Every facility has different 

requirements for training, certifications, 

immunizations, etc. 

o Understand their motivations. The first is money 

– you’re paying them, the second is their desire 

to do good, but the biggest motivator is what you 

can do for them. This is different for each 

hospital but it might include sharing your data to 

help them improve their processes. 

o Determine the honorarium. Does it go to the 

hospital, the individual practitioner, or the team? 

This can be difficult, but you need to negotiate it 

and not violate any hospital policies. 

 
Ryan McDowell 
 

• There is a great deal of variation in how IRB offices 

operate. Human research protection programs are 

built on federal regulations, federal guidance, state 

and local laws and industry best practices; there is no 

one way to do it. 

• I recommend educating yourself on the regulatory 

factors related to your study:  

• Is it truly a research study? The definition of 

“research” is systematic investigation, including 

research development, testing and evaluation, 

designed to develop or contribute to generalizable 

knowledge.  

• Or, it is a quality improvement (QI) study as opposed 

to research? If you are simply working with a team to 

solve a local issue, and you’re not intending to 

contribute to a larger body of knowledge on a topic 

then maybe your project is a local QI effort as 

opposed to research and may not require IRB review.  

• Review the institution’s research policies and 

procedures.  

• Do they have templates for protocols and informed 

consent that they prefer you use? 

• Some more sophisticated IRBs may have 

implemented flexible review policies for non-

federally funded studies. You may find they have 

processes in place that will benefit your type of 

study. 

• Once you’ve done your homework and are confident 

that you understand how your project fits the 

regulatory and local policy framework, contact the 

IRB office and schedule a meeting. There is a chance 

that your project may be the first human factors 

research study they’ve ever reviewed before. Take 

the opportunity to educate them about your field and 

your study specifically and work together to get on 

the same page before you spend time preparing your 

submission. 

• Forget the war stories you’ve heard about IRBs and 

keep an open mind. Your study’s risk factors aren’t 

the sole determinant for the IRB; they are responsible 

for categorizing it correctly and following all the 

federal, state, and local rules and there’s a lot of 

documentation involved. 

 

Susan Feldman 
 

• The Patient Safety Act (2005) and Final Rule (2009) 

may impact researchers’ ability to gain facility 

access. 



• These are intended to encourage reporting of errors 

by health care providers and stimulate local safety 

improvement work. The data remains protected when 

shared with a Patient Safety Organization (PSO). 

• Children’s Mercy has experienced significantly 

increased transparency internally, as we can openly 

share information on use errors within our internal 

workforce. Externally we share with 50+ pediatric 

institutions, as members of the Child Health PSO.  

• The internal workforce may include people (HF 

researchers) with business associate agreements.  

• We caution staff that adverse event investigations 

may not be directly used for research. What is 

possible to use in research is data from the voluntary 

event report system, description of QI methods used, 

and completed improvement actions. The 

investigation and analysis pieces remain protected 

and may not be used in research efforts. 

• Shared investigation and analysis is an allowed 

disclosure within the Patient Safety Act with the 

FDA because vendors are required to report adverse 

events to the FDA. Human Factors researchers can 

work with Patient Safety departments in hospitals 

when sponsored by a vendor. 

• Although contact with hospital administration and 

legal departments will likely be necessary, Patient 

Safety departments should become a point of contact 

for human factors researchers. There is an 

opportunity to work together. 

 

DISCUSSION 
 

How do you control the spread of proprietary data? 
 

Steve: You can ask them [the healthcare practitioners] to 

sign a non-disclosure agreement, but typically what we share 

is the raw data rather than the analyzed data. It’s not 

intellectual property (IP) at that stage. 

 

We understand that we need to use the right 
vocabulary, so what are some things we should 
never say? 
 

Steve: Be knowledgeable. If you’re talking to someone 

in central processing, for example, use the language that they 

use. They don’t know what human factors means. Never say 

you’re doing market research. As soon as it feels like market 

research they switch off. Also, speak knowledgably about 

HIPAA – show that you know it, you understand it, and you 

will never violate it. 

Ryan: Understand who you’re talking to, who makes the 

decision. It could be a compliance officer before you get to the 

IRB. Market research is definitely one term that IRBs have 

trouble delineating. IRBs spend most of their time with 

clinical research, so make your language match those contexts. 

If you’re doing quality improvement, don’t say research. Have 

a one-on-one conversation with the administrator who’s 

responsible for passing your study on to the IRB, and that will 

eliminate a lot of those communication barriers. Finally, see if 

they have standard language for informed consents and 

protocols and use those – that will make it easier for them to 

review. 

Susan: Avoid taking about adverse events and focus your 

language on quality improvement. 

Mary Beth: I wear two hats, an academic hat which 

always requires full IRB approval no matter what, which is 

always an expedited approval that takes about three days. As 

soon as you say ‘research’ it means something specific, so say 

you’re doing quality improvement. My other hat is in industry 

wherein we’ve either not had the requirement of IRB approval 

or used an independent IRB. The majority of the time it does 

not require IRB review. 

Mary Beth: I would encourage as HF practitioners that 

we share more. We tend to covet our relationships with our 

healthcare practitioners…but if there are friendly hospital 

systems, we should spread the word as it will help all of us. 

Also, I would like to ask the FDA to work with us, and maybe 

publish a guidance on the importance of human factors and 

doing this research to make better safer devices… We’re all 

on the same team. 

 

How does your approach to hospital access change 
for double-blinded studies? 
 

Steve: That can be the toughest. We focus on what we 

will be studying and why, rather than saying “we have a client 

but we can’t tell you who it is.” It’s tough because you can’t 

use the sales reps. We plan on double the time to recruit for 

double blinded studies. 

Mary Beth: It is common to do blinded studies. It’s more 

common with formative studies where the company wants to 

keep what they’re doing secret. Contextual inquiry is a mixed 

bag. But it’s something to consider. And it does change your 

process. You can offer to share the information with the 

institution, especially if it’s across sites, up to the point of 

sharing the specific design insights. 

 

What are the best practices for controlling the 
spread of intellectual property (IP) within the 
hospital? 

Steve: Have them sign NDA’s, and don’t give them too 

much of the analyzed data. 

Keith: It’s typically not an issue for early ethnography, 

but becomes more of an issue in later stages, for example, 

when you want to show prototypes of new product concepts. 

Mary Beth: This can be another area of 

miscommunication, if the physician thinks that giving 

comments about improving the design of a device is 

intellectual property. It’s an important conversation to have at 

the onset about where intellectual property starts, and have 

that conversation with the administration too. Otherwise it can 

harm the relationship with the practitioner if they think they’re 

generating IP but they’re just being paid on an hourly basis.  

For people just starting out, how do you know whom to 

contact in the IRB or the office of compliance? How do you 

know who makes the decision? 

Ryan: Everyone does it differently. Do some research on 

their website, understand the offices involved and then pick 



one. It varies depending on the type of facility; small non-

profit hospitals versus large academic institutions for example. 

Start with the IRB office and give them a call. I recommend 

starting with them and they can point you in the right 

direction. 

 

How many IRB’s are involved in multi-site studies? 
  

Ryan: This is the most current issue with IRBs. The 

Office of Human Research Protection just put out a revised 

regulation, and the NIH just put out new rules that require a 

single IRB review in the case of multi-site studies. We have an 

employee now who specifically handles those situations. I 

suggest going to talk to the local office first. The institutions 

need to have legal agreements in place if they’re relying on 

someone else’s IRB. My organization is trying to participate 

in as many master services agreements as possible (e.g. the 

Pediatric Research Coalition).  

Mary Beth: Plan on adding a month to six weeks for IRB 

review. 

 

How long does it take from the time you call the 
hospital until you get into the hospital? 

Steve: In our experience, four weeks was the shortest, 

eight weeks was the median, and 6 months was the longest. 

Three things impact this: 

• Is the patient awake? If the patient is not awake it’s 

easier. 

• How many departments will be involved? Each 

department needs to sign off. 

• What types of information are you gathering? If you 

need financial data, that adds weeks because it 

requires attorneys to get involved. 

Mary Beth: We’re moving toward the internet of things, 

so expect that you may need access to electronic medical 

records (EMRs), which requires more security and compliance 

with HIPAA. Say it’s a quality improvement study, not human 

subjects research, and IRB approval might be expedited, as 

quickly as three days. 

 

How is Europe different? 
 

Mary Beth: Europe is different in that the relationships 

are a lot more casual, and they don’t enter into a contract until 

much later when there’s a collaboration and shared vision. In 

my experience, the ethics committees are not as stringent as in 

the US. In Europe, everything is considered human subjects 

research, so it requires some oversight, but it’s a simple form 

to fill out. Researchers can get access much more readily in 

the EU than in the U.S. 

Keith: It also depends on the specific country. Not all 

European countries are the same in this regard. 

 

Some hospitals require a fee of up to $10,000 which 
can be prohibitive. Have you had that happen? 

 

Mary Beth: Yes, and $5,000 of that is a start-up fee. It’s 

another miscommunication because they assume you’re doing 

a clinical trial. Communicate that it’s not a clinical trial; rather 

it’s a quality improvement study. Clinical trials are very 

different, more prescribed. Most contextual inquiry programs 

do not have the budget for that amount of money.  

Ryan: The pharmaceutical companies are more than 

willing to pay these fees, and they are used to it. We waive 

those fees if one of our faculty or staff is running the study, so 

if you can recruit a faculty member to be the primary 

investigator (PI), even if you’re doing all the work, it may be 

possible to waive the fees, and it could help with access 

problems as well. 

Steve: It’s easier to start at the top with the Chief 

Nursing Officer or the Chief Medical Officer; if you get their 

buy-in it can save a lot of time. 

 

CONCLUSIONS 
 

The following are our high-level conclusions from the panel 

discussion: 

• Always go through the right channels when trying to 

gain access to medical facilities. 

• Each facility’s requirements and procedures differ, so 

do your homework and then call the IRB. 

• Human factors practitioners should use language that 

hospital administrators understand.  

• Do not say you are conducting research, say you’re 

conducting a quality improvement study. 

• Offer to share the data with the facility so they 

benefit as well (up to but not including intellectual 

property). 

• Plan on a minimum of eight weeks for the approval 

process. Double-blinded studies can take twice as 

long. 

• Factors affecting the difficulty of approval include: 

o   Whether or not the patient is awake; 

o   How many hospital departments will be involved; 

and 

o   What types of data you are collecting. 

• Gaining access in Europe is generally easier than the 

US. 

• Avoid expensive fees charged by hospitals by 

explaining it is not a clinical trial, and consider 

partnering with a faculty member as the primary 

investigator. 

 
NEXT STEPS 

 
Following the session, the panelists agreed on the 

following potential next steps: 

• Share the insights from this panel to educate other HF 

practitioners about best practices and what to expect 

when trying to gain access to medical facilities. 

• Consider developing and publishing best practices for 

HF practitioners to follow when trying to gain access 

to medical facilities. 

• Consider developing some templates with wording 

that HF practitioners can use when educating the 

people in the hospital about why we’re there, what 

we’re doing, and why it’s important. 



• Consider approaching the FDA about publishing a 

guidance document on the importance of conducting 

user research in clinical settings. 

 

The panelists are glad to have opened this dialogue and feel 

confident that human factors practitioners—both those who 

participated during the panel session and those who may read 

this summary—will benefit from the discussion. We hope that 

others will help to advance awareness of and generate 

solutions to the issues discussed by the panel and summarized 

here.  
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