CSTE IRB Workgroup Call
Monday, December 9, 2019 2:00 PM – 3:00 PM
1. Housekeeping – Alyaa Altabbaa
a. Review of Basecamp site
2. Overview of the Common Rule Changes – Craig Conover (IL), Craig.Conover@illinois.gov 
a. IRBs protect human subjects but also protect researchers by making sure your research is ethical and is conducted in accordance with regulations. By helping you perform your research according to ethical principles and regulations, IRBs protect you from getting into trouble and thereby also protect institutions from getting into trouble as well. 
b. The Common Rule is short term name for “The Federal Policy for the Protection of Human Subjects-Subpart A”. Other subparts B, C, and D that aren’t included in the Common Rule. Regulation changes pertain to Subpart A. On January 21, 2019 most provisions of the Revised Common Rule became fully effective. 
c. Studies approved prior to January 21, 2019: New regulations do not need to be applied. Most IRBs are continuing to apply old regulations to studies approved before January 21. If new regulations are applied to a pre-2019 study, IRBs cannot pick and choose which of the new regulations are applied. 
d. Key Changes: Eliminates option to “check the box”, activities that are not research are defined, eliminates continuing review for most minimal risk research, expands exempt research categories, reframes informed consent information and adds required elements, and requires single IRB (sIRB) review for most newly approved and some previously approved studies as of January 20, 2020. 
e. Additional Changes: Human subjects definition updated, vulnerable subjects defined – pregnant women no longer considered a vulnerable population, new consent category (Broad Consent) added, new IRB review type (Limited IRB Review) added, and IRB composition requirements revised.
f. Federalwide Assurance (FWA): IRBs registered with HHS have assured the Federal Office for Human Research Protections that human subject research activities that are conducted or supported by the federal government will be guided by the Belmont Report, and will comply with Common Rule, and other regulations as applicable. This is legally binding commitment. 
i. New rule removes option for institutions to “check the box” and have the Federal Rules apply to all their research regardless of funding. 
ii. Institutions may still require that research adhere to criteria in federal rules for their purposes, but FWAs and federal oversight now only apply to federally conducted or federally sponsored research. 
iii. Non-federally funded and unfunded research is not subject to FWA
iv. If you make this distinction, be sure to be clear on which studies are subject to FWA. 
g. IRB Flexibility: Allows IRBs to have flexibility for projects that fall outside the scope of FWA. These projects should of course receive protections commensurate with risk, but IRB policies may vary from what is specified federal regulations. 
h. Examples of what is Federally funded or supported: Federally conducted or funded research (e.g. grant, contract, no-cost extension), research that includes staff on a federally funded training grant, studies obtaining Certificates of Confidentiality from the federal government, and studies that include services billed to a federal program. I think this is an area where some additional expert guidance is needed to make sure we are identifying these studies properly. 
i. Flexibility examples for studies that are not federally conducted/supported: federal exemption category #5 currently covers studies that are public benefit and service programs at the federal level but the option to create an exemption for such programs sponsored by the states as long as not federally supported; Some IRBs not requiring Informed Consent to meet all criteria in the federal regulations for some studies; Classifying studies involving skin biopsies without sutures as minimal risk and eligible for expedited review.  
3. Examples from the field
a. Robin Krause (NY), IRB Administrator/Compliance Officer, Robin.Krause@health.ny.gov 
i. Currently have implemented Revised Common Rule Regulations. With exempt studies, what we’re asking for everyone to follow-up because we no longer have to follow them. However we find that PIs forget to tell us when they close so we’ve just been sending out an email asking when they anticipate closure. For the new expedited review regulations where we do not have to do annual reviews, we are in the process of developing post-approval monitoring tools to use and our reviewers at the time of initial review will decide whether or not which tools should be used and how often it should be submitted to the IRB. That’s just in its infant stage right now. Hoping that will be implemented by January. 
I took over in December of 2018 when the Revised Common Rule was coming into play, so I’ve spent the past year just rewriting policies and procedures and developing forms to implement those processes because there was nothing in place before that. As far as Informed Consent format, I’ve developed a template that follows the Revised Common Rules, regulations of what they want to see in that and our researchers have loved having that because they know exactly what to put in and where to put it so that all criteria is met for federal regulations. 
Talking about the “check the box”, NY State has amended their public health law in that we are implementing beginning January 2020 where we will send an attestation to all IRBs within IRB state asking if they are separating how they are processing their research under federal regulations versus the ones that are not federally supported and whether or not they want to follow the federal rules, if they do, they have to sign the attestation and NY State DOH IRB will be in charge of overseeing those IRBs and ensuring they are doing what they are attesting to. 
ii. Paul (OR): Are you just talking about research in NY State that is funded by NY or is there some broader law that says even if you are a private foundation doing research with no federal or state money you have to submit to the NY State IRB?
1. No, they don’t have to submit to us. What we are saying is that the IRBs on record with OHRP, we are reaching out to them to find out whether it is supported or not by federal government. We’re asking them what their plans are and if their plans are still to follow the federal regulations because they have an FWA, we are asking that they sign an attestation and submit that to us annually. With research that is NY State DOH, they can attest that yes, they are following all of the rules and regulations of the federal Revised Common Rule and they sign that attestation and submit that to us. 
iii. Craig (IL): So your own IRB is not introducing flexibility into review, you’re going to apply the federal rules to all studies that you have oversight of, is that correct?
1. Yes. 
2. Craig: So for an IRB that’s not applying the federal rules, if there is misbehavior of some kind, at the state level will there be an intervention or potentially inspections, audits, or penalties?
3. Yes, there will be a review of what they’re doing, and we have a whole compliance review process as well as a post-approval monitoring program. 
iv. Andrew: Would it be possible to get a copy of the Informed Consent template mentioned? 
1. I would have to check because we have a forms committee that our documents go through for approval, so I will have to check with them first. If so, I will be happy to share it. 
b. Farah Ahmed (KS), Environmental Health Officer and State Epidemiologist, Farah.Ahmed@ks.gov 
i. KDHE IRB policies and procedures have evolved over time but we’ve always essentially followed the format of 45 CFR 46. Our policy underwent a major revision in 2015 and another in 2019 led by me to incorporate updates to 45 CFR 46. My process was going through the updated Common Rule a lot of times, looking through university websites that had already incorporated updates, took an online training through CITI which I’m not advocating for or anything, but they have trainings on how to administer an IRB and another on the updated Common Rule. I also worked with an attorney who is on our IRB. 
ii. Among the list of activities that are not considered research is an explanation about public health surveillance activity and a definition of public health authority. This has been really useful for us because we find ourselves asking whether the activity we are going to do as a public health authority, is what we’re doing actually to identify, monitor, assess or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance, or if what we are doing is more along the lines of research. So far, the determination seems to be that if we are responding to an emerging situation or outbreak it falls under this exclusion, but if we are doing something more than that such as PRAMS or BRFSS, that is considered research. 
iii. Our new policy does adopt the single IRB of record that came with the updated Common Rule. We currently require that any project that uses KDHE data or funds go through the KDHE IRB process, so that includes even if they have IRB approval from another entity. Starting January 20, 2020, we are going to ask that they submit that approval letter.  
iv. We recently started allowing any project requesting an exemption could go through our expedited process. 
v. KDHE IRB does allow most exemptions under the revised Common Rule. Only the KDHE IRB can grant the exemption so Principal Investigators must still submit that paperwork to us, they can’t just make that determination on their own. 
vi. We don’t allow exemptions for ‘Storage/Maintenance of Identifiable Data/Biospecimens Obtained with “Broad Consent”’ or ‘Use of Identifiable Data/Biospecimens Obtained With “Broad Consent”’ 
vii. Alyaa: Question in the chat box: “What’s the impact of the IRB rule change for non-federally funded research using surveillance data?”
1. Farah: Our IRB has chosen not to distinguish between federal and non-federal funded, so we are applying across the board. 
2. Robin: We are doing the same. 
3. Craig: We do make some distinctions but one area I have some concerns about is being clear about internal studies, clear on what is federally supported vs. not federally funded. Health department staff, they get part of their salary supported by the federal government for example who are doing research. That is kind of a grey area for me exactly how to interpret what federally supported means. 
4. Farah: That’s why we try and keep it black and white. Besides supporting various staff at the state department, we also have funding that gets passed down to local through mini-grants or whatever the mechanism is, so it gets hard to distinguish. 
viii. Kate: What advice do you give to state or local health departments about how to receive review for projects that might not involve state funds or exclusively state data? 
1. Farah: We ask that if they have KDHE funds or data that they go through our process and then we serve as a resource for any entities that even if they aren’t using our funds or data, if they don’t have any IRB they are working with, we will serve them. 
4. Open Discussion, Craig Conover
a. Public Health Surveillance 
i. Public Health Surveillance activities specifically deemed not to be research. 
ii. HHS Draft Guidance (27 Nov 2018) 
iii. OR: It seems under this rule, BRFSS would be considered surveillance but I noticed KS said they are considering it research. I’m wondering if you could comment on that, and is this going to be an area where different agencies think differently?
1. Craig: I think it’s a grey area. I think you can justify calling it surveillance. I think if its just data and not used to inform one would be careful to call it surveillance, but I think we would be willing to consider it surveillance. 
2. Farah: The CDC considers both of those projects as something that need IRB approval. So for BRFSS, CDC sends out a letter annually saying it still considers it appropriate for exemption and to have their local IRB make that determination. With PRAMS, the CDC considers it research. I think the difference is with PRAMS they start off with identified data and that’s how you draw your sample. 
3. OH: The approach we’ve taken is any effort to describe or characterize would fall within surveillance. Once an activity moves beyond that description and into applying it to populations, we move it into the realm of research. 
5. Review and discuss workgroup assessment, Craig & Alyaa
a. [bookmark: _GoBack]Brief survey just to get a better understanding of how IRBs operate, eventually look at variations in practice, identify where IRBs are doing things that are best practices, getting input about topics for future calls. 
b. Assessment on Basecamp under Docs and Files, complete comments by December 13th. 
Presentations from today will be posted on Basecamp under Docs and Files.
6. Next Call: January 13, 2020 at 2pm EST


