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Soundia Duche:
Good afternoon and welcome to the second training in our series of educational seminars addressing issues related to research and human subject protection. My name is Soundia Duche and I will be your presenter today. I am a regulatory analyst in PRIDE, the Program for Research Integrity Development and Education. Also in the room with me today are my colleagues Lucinda Shouse and Theresa Straut, both regulatory analysts in PRIDE, and our director, Dr. Lynn Cates.
Our focus today will be on Exempt and Expedited Review. Today’s training is a follow-on lecture to the previous training that my colleague Theresa Straut presented in April. Heidi mentioned if you have questions during the training, please use the Q&A feature on the right-hand side of your screen and we will be reserving some time at the end of the training to answer as many of your questions as possible. 
Before we begin, I just want to briefly go over PRIDE’s mission and that is to protect participants in VA human research. In support of that mission, PRIDE contributes to policy and guidance in human subject protection. We provide training and education, like the seminar that we are having today, and we have a series of CYBER seminars scheduled through the end of 2013 for you all. We manage VA’s Human Subject Protection Program Accreditation contract, and we implement the VA Central IRB.
The VA tries to promote a culture of professionalism and not simply one of compliance, and so I will ask you to please refer to the Declaration of VA Research Principles that is provided in your handout.
For today’s training, we will briefly recap the steps used to categorize a project and determine its appropriate review route. For more details on this, I urge you to please refer back to our first Cyber Seminar, which was titled, “Which Projects Need IRB Review,” and you can find that on the PRIDE website.

We will then discuss eligibility requirements, determination and review procedures and common compliance findings for exempt determinations and expedited reviews. We have selected a few key exempt and expedited review categories to discuss in detail during today’s discussion.

So why is appropriately categorizing a research project important. If correctly categorized, it should greatly help to reduce the workload of the convened IRB and in theory should help decrease turnaround time. It is important to review all the details of the proposed project and critical to ask the following questions in the order described in order to come up with the correct answer.

First thing one must determine is whether the project involves research, that is whether the project involves a systematic investigation including research development, testing and evaluation and is designed to contribute to generalizable knowledge.  You can find that definition on the next slide.
If the answer is affirmative and the project does involve research, then we need to determine whether it involves human subjects. There are two ways for a project to involve human subjects. First, if the investigator obtains data by intervening or interacting with living individuals or if the Investigator obtains individually identifiable, private information about a living individual.
If neither of those two activities is occurring, then the project does not involve human subjects research and the IRB does not need to be involved.

So if you are dealing with a project that involves the receipt of completely anonymous data that was not obtained through any interaction or intervention with living individuals, then your project does not meet the definition of human subjects research and there is no need for the IRB to be involved. However, the study would still need oversight by the R&D Committee.

If the project does involve human subjects research, then you will need to determine if the project is exempt from the Common Rule and therefore from IRB oversight. If it is not exempt, the next question to ask is, which facilities are engaged in human subjects research? And following that determination, whether the project can be reviewed using expedited review procedures or if it must be reviewed by the convened IRB. 

We will not be discussing engagement determinations today. However, you can refer to the lecture Theresa gave in April, as she went into great detail on that topic.

These are the definitions for research and human subjects that I mentioned.
And now let us briefly go over the implications of these determinations.

If you determine that the project does not involve research, then neither the IRB nor R&D Committee is required to review the activity. 

If you determine that the project involves research but not human subjects research, then the IRB does not need to review or approve the activity. Either the R&D Committee or one of its other subcommittees will assume oversight of the project.

If the project is deemed human subjects research, then both the IRB and R&D Committee must oversee the activity. For projects deemed exempt, the R&D Committee or one of its subcommittees will assume oversight if the study is exempt from IRB oversight.

And finally, if the project is eligible for expedited review and approved by expedited review, then both the IRB and R&D Committee will oversee this activity.

Now we are going to focus on exempt determinations.

In the handouts we provided you is included a list of the six exempt categories. Only research activities which fit into one or more of the six categories outlined in the common rule are eligible for exempt determination. At the VA, exempt determination can only be made by the IRB chair or an experienced IRB voting member. The investigator cannot make these determinations.

VHA Handbook 1200.05 requires that the determination be signed by the voting member who made the determination. Additionally, the specific exempt categories must be included in the project files. While the handbook does not explicitly state that the exempt determination category must be included in the notice sent the investigator, that is a best practice that we encourage.

One thing that is important to point out for exempt studies is that if there are any changes to the research during the course of the study that may affect its exempt status, the investigator must ensure that the amendment is reviewed by the IRB so that it can reevaluate the study to ensure it still qualifies for exemption. 
We have selected four of the six exempt categories to focus on in today’s training. We will be covering exempt categories 2, 4, 5 and six.

Exempt Category 2 is for research involving the use of educational tests, survey procedures, interview procedures or observation of public behavior unless the information obtained is recorded in such a manner that human subjects can be identified directly or through identifiers linked to the subjects; and—and I stress this “and”—any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation. 

So for studies involving only surveys, the investigator is permitted to obtain identifiable information from subjects as long as disclosure of the subject’s involvement in the study would not place them at risk or that the questions asked in the survey does not place subjects at risk.

Exempt Category 4 deals with existing data that is either publicly available or recorded in such a manner that subjects are not identifiable to the investigator. This is probably one of the more frequently used exempt categories, and it is important to be aware of some caveats that apply to its use.

For instance, all information accessed for the research study must be in existence at the time of the exempt determination in order to qualify for this exemption. If information will be collected past that point either through the initial application or a subsequent amendment, then the study would not qualify for exemption.


Secondly, this exemption cannot be used if the investigator records or receives information containing subject identifiers. Now there is one exception, however, and that is if existing data or specimens devoid of all subject identifiers except a code is released to the investigator and another entity retains the code linking the released data to subjects’ identities, then this research could qualify for Exempt Category 4, if and only if an agreement exists between the investigator and the entity with the code that stipulates the investigator will not be given access to the code and the entity with the code has no other role in the research study except to release this data.
Exempt Category 5 deals with research and demonstration projects which are conducted by or subject to the approval of department or agency heads and which are designed to study, evaluate or otherwise examine public benefit or service programs; procedures for obtaining benefits or services under those programs; possible changes in or alternatives to those programs or procedures; and possible changes in methods or levels of payments for benefits or services under those programs. 

Now this category is particularly confusing since we work for a federal agency that is charged with managing the care and benefits of eligible veterans. The Office of Human Research Protection, OHRP, issued guidance to help clarify the use of this exemption. Specifically, the guidance specified that in order to qualify for this exemption, the program under study must deliver a public benefit or service; the project must be conducted pursuant to specific federal statutory authority; there must be no statutory requirements that the project be reviewed by an IRB; and the project must not involve significant physical invasions or intrusions by an IRB.

Examples of projects that would qualify for this exemption include the study of financial or medical benefits as provided under the Social Security Act or nutrition services provided under the Older Americans Act. In order to use this exemption at the VA, a research study would require approval by Secretary Shinseki, and he usually delegates this task.
So the bottom line is, this category is rarely invoked.
The last category we are going to discuss today is Exempt Category 6. Now most of us deal with biomedical or social and behavioral research and so we rarely come across opportunities where Exempt Category 6 might apply. However, we thought to briefly touch on this category since many of you are in hospital settings that have cafeterias and potentially programs dealing with health and wellness to include nutrition services for veterans.

Use of this exempt category is really limited to taste tests of commonly consumed products such as New Coke versus Old Coke (and we know who won). The type or volume of food tested should not carry a potential risk such as indigestion or potentially lead to vitamin deficiencies. 

While preparing for this presentation, we came across a recent letter from OHRP to a facility where they cited the facility for using this exemption incorrectly for a study that involved a research intervention introducing healthier snack foods into a work environment. You can find this letter on OHRP’s website. Unfortunately, we do not have any more information into the specifics of the case; however, we wanted to bring this up so that we could advise you to please proceed cautiously when asked to review studies involving the effects of diet supplementation or other nutritional assessments. 
If the study only involves taste or consumer acceptance assessments, then this exempt category could apply. However, if the study assesses health outcomes of the introduction of a food or a supplement, then it would not.

And so now we are going to go into some case studies in order to illustrate some of the concepts that we discussed. Let me just make sure that I have the options for the poll. You all give me one second to ask Heidi to make sure that I have that option. Heidi, are you on?

Heidi:
Perfect.

Soundia Duche:
All right, perfect. Think we are good. So our first case study involves Dr. See. Now in June 2011, Dr. See submits a protocol to the IRB to conduct human research on patients treated for hepatitis at the hospital between 2005 and 2010. He will use a list of subject medical record numbers to cross reference patients’ microscopic images, lab reports and medical records and analyze the data as part of his research study. Data will be published in aggregate form once his analysis is complete.
And our poll question is, does this study qualify for exemption? And we are going to try to open the polls. Let us see here. I am going to launch the poll now and please take a moment to go ahead and answer. Right. 

Heidi:
All right. 

[Overlapping voices] 

Soundia Duche:
All right. Think we are good. I am going to close the poll and share the results with you all. The majority of attendees stated, no, which is the correct answer. Because while the study does involve analysis of existing data, because the investigator needs to link subject information from disparate sources and will use subject identifiers to do so, this study would not qualify for exemption.

All right. Now we are going to go to the next slide. All right, trying to get – Heidi, trying to move my slide …

Heidi:
Perfect, okay.

Soundia Duche:
… all right. So moving on right now to Case Study 2, we have a VA researcher who is investigating the efficacy of radiation treatment on various forms of cancer. The investigator receives coded clinical data where all subject identifiers have been removed prior to his receiving the data. The data provider’s only role in the study is to provide the investigator with the coded data. The investigator enters into an agreement with the data provider specifying that the investigator will never have access to the key to the code.
And the question we have today is: is this research study subject to the common rule? And the options are yes, it is; no, it is not because it does not involve human subjects research; no, it is not because it is eligible for Exempt Category 4; or there is insufficient information provided.
And I am going to open the polls in a second here. And please go ahead. The polls are open. Give people another few seconds. See a lot of results coming in. People are changing their answer and that is good, that is a good thing. I am going to close the polls and share the results. All right. The majority of people felt it was not subject to the common rule because it was Exempt Category 4. Well, the actual correct answer is number 2: no, it is not because it does not involve human subjects research.

And so let us go ahead and review the whole categorization of projects. The first question that one must ask is, does the project involve research? And in this case, I think we all agree, yes.

Next we need to determine if the project involves human subjects. As you will remember the two criteria for human research are 1), obtaining data by intervention or interaction with a living individual, or 2) obtaining identifiable, private information.

Now in this case, the investigator is not obtaining data through intervention or interaction with a living individual because the data was already collected for clinical purposes. Additionally, the investigator is receiving coded information that does not allow subjects to be identified because of an agreement is in place preventing the disclosure of any subject identifiers to the investigator. Therefore, the investigator is not obtaining identifiable, private information. So because the answers to both of these questions was no, this project does not involve human subjects research and is not subject to the common rule and IRB oversight.

You would only proceed to the next question, that is, is this project exempt from IRB review, if the answer to the last question was affirmative. And so please feel free to submit any questions on this case or other issues you may have related to the difference between Exempt Category 4 and non-human subjects research, and we will try to take some time at the end to answer your questions.
So we are going to move on. We have one more case. Thank you. We are going to move on to Case 3. Okay, we are having some difficulties moving on. Heidi, if you are still there … 

Heidi:
No. That is to share the results. 

Soundia Duche:
All right. We are going to try again to move on. All right, here we go. So Case Study 3 involves a VA researcher who wants to study diet and obesity in veterans trying to lose weight. The study involves an in-person or telephone interview and administration of a behavioral questionnaire every month for the next six months. The questionnaire asks subjects questions about their diet and weight gain or loss. Patient name and contact information will be retained.

And our poll question is, does this study qualify for exemption, and if so, which category? Going to open the polls in a second here. All right, the polls are open. Please go ahead and answer. All right. I see the majority of the answers are in, so I am going to go ahead and close the polls and share the results. And the majority of you felt that no, this project does not qualify for exemption. 

So the actual answer is yes, in fact it does. It qualifies for Exempt Category 2. Now remember, Exempt Category 2 allows for the collection of subject information including identifiers via the use of educational tests, surveys, interviews or observation of public behavior as long as the information collected will not place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability or reputation. And so given that this study involves a researcher studying diet and obesity in veterans trying to lose weight, it would not pose a risk to subjects.

All right. We are going to move on. Hopefully we will have an easier time getting to the next slide. We apologize. Please bear with us. Still getting used to the Cyber seminar functionalities which is quite unique and very technologically advanced. To a fault, obviously! Heidi, if you are around and can help advance us … Okay, we are still waiting for Heidi to come.

I am going to go on to the next slide, which deals with common compliance findings for exempt determinations. Some of the common findings cited by ORO and OHRP include deeming a study exempt that does not fit into one of the six exempt categories.
Please remember that all of the study-related activities for a specific research project have to fit into one or more of the exempt categories in order—there we go—in order for a study to be deemed exempt. You cannot exempt a certain portion of a study. 

Also pay particular attention to amendments that might change the status of an exemption.

Another common compliance finding is inappropriate application of Exempt Category 4. For example, applying Exempt Category 4 to research involving data or specimens that were not existing at the time the determination was made, or applying Exempt Category 4 to studies that involve the prospective collection of data, or applying Exempt Category 4 to research that involves the recording of identifiable information that was not publicly available.

The third item that was cited, and this is an ORO citation, is failure of the R&D Committee to conduct initial or continuing review of exempt protocols. Investigators must be aware that before starting a project deemed exempt by the IRB, the R&D Committee  or one of its subcommittees must review, approve and oversee the study before it can be initiated.

So now we are going to move on to expedited review. In order for a project to qualify for expedited review, it must first be deemed minimal risk. Once you determine that it is minimal risk, then it either must fit into one or more of the expedited review categories, or it must consist of a minor change in previously approved research during the period for which the approval is authorized.

So expedited review cannot be used if participation in the research activity could place subjects at risk of criminal or civil liability or be damaging to subjects’ financial standing, employability, insurability, reputation or be stigmatizing unless appropriate protections are implemented so that such risks are no greater than minimal.
The regulations do not allow its use for classified research involving human subjects; and at the VA we do not allow classified research anyway. So that is a moot point for us.

Now in terms of minimal risk, one important point to remember is that when determining whether something is eligible for expedited review, the determination of risk always comes first. Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are no greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. 
Be sure you are assessing whether something has minimal risk relative to the daily life of a normal, healthy individual. The risk threshold does not increase for studies involving subjects who are already ill and as a result may be facing greater risks than the average person due to current treatment being received. In fact, in some cases the risk threshold may actually be lowered depending on the subjects being recruited.
For example, a routine blood draw that meets the criteria outlined in Expedited Review Category 2 may not be minimal risk in subjects who suffer from a clotting disorder.
Now on this slide we have included a hyperlink to some minimal risk case studies from SACHRP, the Secretary’s Advisory Committee on Human Research Protection, for your reference. Please feel free to share those cases, as well as the cases discussed today, with other personnel in your facility.

Here is a brief list of the nine Expedited Review Categories and we sent out a handout that contains the full list of the nine categories for your reference.

As we mentioned, the other category of projects that qualify for expedited review include minor changes to previously approved research. Now the regulations do not define minor changes, and so this determination will be subjective.

Minor changes are changes in the judgment of the IRB reviewer that make no substantial alteration in a level of risk to subjects, research design or methodology, the subject population, qualifications of the research team or the facilities available to support safe conduct of the research. And of course there are additional examples. For example, the addition of additional monitoring visits to collect blood pressure reading or changes in advertisements or administrative changes in study documents.

The IRB reviewer will be the one who makes the final call on whether a proposed change is considered minor.

At the VA, expedited review can only be conducted by the IRB chair or an experienced IRB voting member designated by the chair. Now some facilities only have their IRB chair perform this function, while others allow their more experienced members to also perform expedited reviews. 

I believe a number of VA facilities do not perform expedited reviews at all and review all protocols via convened board review. If your facility does perform expedited reviews, then it is a best practice to include in your SOPs information on who is eligible to perform these reviews at your institution.
The expedited reviewer cannot disapprove a research activity. If he feels that the project should not be approved, then he or she needs to forward it on to the convened IRB, for them to make their determination.

The specific expedited review categories that support the approval must be included in both the letter to the investigator as well as the IRB meeting minutes. And all standard approval criteria, common approval criteria, to include requirements for informed consent or its waiver still apply. R&D Committee approval is required once IRB has approved the project prior to initiation.
Due to time limitations, we selected a few key expedited categories to focus on today. We felt categories 2, 3, 4 and 6 were fairly self-explanatory and so decided not to focus on them. Additionally, categories 8 and 9, which pertain to continuing reviews, will be covered in a subsequent webinar focusing on continuing reviews. So for today’s lecture we will be focusing on categories 1, 5 and 7 for our remainder of time here.

Expedited Review Category 1 deals with clinical studies of drugs and medical devices only when the following conditions apply: research on drugs for which an investigational new drug application is not required, or for medical devices in which an investigational device exemption is not required or the medical device is being used in accordance with its cleared/approved labeling.

Now in preparation for this training, we sent an email out to the IRB administrator and IRB chair listserv inquiring whether their IRBs use this category. Most of the responses we received indicated that they did not use this category. Use of Category 1 would really hinge on an IRB reviewer’s determination that the proposed use of an approved drug or cleared medical device in a research study constitutes minimal risk. Since very few clinical studies involving drugs and devices are considered minimal risk, we will not spend any more time discussing this category today.
Expedited Review Category 5 is for research involving materials that have been collected or will be collected solely for non-research purposes. Now use of both retrospective and prospectively collected data would be eligible for Expedited Review under Category 5, provided that the information obtained would not be damaging to research subjects if released.

One of the key differences between Exempt Category 4 and Expedited Review Category 5 is that Expedited Review Category 5 does not limit the recording and use of identifiable subject data.

Expedited Review Category 7 is for research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.
Now you’ll note that Expedited Review Category 7 is very similar to Exempt Category 2. Except in cases where the inadvertent release of results from the research could potentially be damaging to a subject, the investigator is permitted to introduce procedures that will reduce those risks to subjects. The IRB reviewer would still have the final say, however, on whether the procedure introduced adequately protects subjects and results in the study being considered minimal risk.

Another instance of when you might find yourself required to use Expedited Review Category 7 instead of Exempt Category 2 is if you have a study that has multiple procedures or components and one of the procedures does not fit into one of the six exempt categories. In that case, you hopefully would be able to consider the study for expedited review, and the survey or interview component would be eligible for Expedited Review Category 7.

So now we have two more cases to present in our lecture. Case Study 4 deals with a study that was deemed exempt by the IRB in 2012 under Exempt Category 4 as the study used existing clinical data recorded in such a manner that subjects could not be identified by the investigator. Since the approval, the investigator realizes that he does not have sufficient data in the cohort for his analysis and wants to expand the date range to include new cases of clinical data collected between 2012 and 2015. He submits an amendment to the IRB expanding the date range.
Our poll question is, the amendment that he submits, would that constitute a minor change in previously reviewed research; more than a minor change in previously reviewed research; or hmm, there seems to be a little bit more to the story. Going to open up the polls in a second here and give you all a few seconds to answer. 

Okay, we have a lot of responses coming in. Give you a few more seconds for … all right, going to go ahead and close the poll and share the results. All right, so about 50 percent of you said there is more to the story and a third of you felt it constitutes a minor change in previously reviewed research. I will preface the answer by saying, both of you are somewhat right.
Remember that the case involved a study that had previously been deemed Exempt Category 4, and so on its own the amendment might very well be deemed a minor changed in previously approved research. However, that phrase usually carries certain connotations associated with expedited review. So, for those who answered 3, we are going to rephrase the question and ask a more appropriate question.

The question we are asking is: what should be the outcome of the review? Should the study still qualify for Exempt Category 4? Or should it now qualify for Expedited Review Category 5? And please go ahead and answer. All right. I am going to go ahead and close the polls, share the results, and the majority felt that the study now qualifies for Expedited Review Category 5, which is correct.

Because the amendment involves use of data that was not in existence at the time the study was deemed exempt, if the amendment is approved, then the study would no longer be exempt and so it would have to go to the IRB for review. The study may now be eligible for expedited review.

And so it is important to remember that all VA and approval criteria found in the common rule to include informed consent and waiver of informed consent must be met for all studies reviewed by expedited review. So it is very important to ensure that the IRB receives all the necessary information from the investigator in order to make the required determinations.

Our last case study involves an investigator who wants to study gay and lesbian veterans who were victims of bullying, harassment and discrimination while on active duty in the military. The research involves administration of a survey that will query the veterans about sexuality and illegal drug use. The researchers obtain a Certificate of Confidentiality to protect the subjects.
All right. Trying to advance. All right. Our last poll will be: is this study eligible for expedited review? And if so, is it eligible for Expedited Review Category 5 or Category 7 or is there insufficient information to make a determination. I will open up this poll. All right, the polls are open. Give you all a few seconds. All right, wait for a few more seconds to get a couple more responses in. All right, I am going to go ahead and close the polls.
All right. So we are almost evenly split between those who felt no, it is not eligible for expedited review and those who answered insufficient information to make a determination. And that is the correct answer. There really is insufficient information to make a determination based on the information we supplied.
A certificate of confidentiality alone does not make a study minimal risk, and that is the key take-home message. There is not enough information provided to determine whether the study could be approved by Expedited Review Category 7. The IRB reviewer would need to determine that there are sufficient and appropriate procedures employed to ensure the adequate protection of subjects from risk in order for the study to be deemed minimal risk and therefore eligible for expedited review.
I want to spend a few minutes going over some common compliance findings dealing with expedited review. At the top of the list is applying expedited review to minimal risk research not appearing in the list of categories eligible for expedited review.
Please remember as we discussed, the first thing you need to determine is whether the study is minimal risk. And then, once you determine it is minimal risk, at that point you can then look at the nine expedited review categories to determine if all research procedures fit into one of the nine categories.

The next finding is the use of expedited review procedures to review changes that are substantive. As we mentioned, the regulations do not define minor changes; but at the same time, you want to make sure that for the purposes of common sense that you can really justify your determination that the change is minor.

Use of expedited reviews to approve amendments involving procedures that do not fall within the list of categories that may be reviewed by expedited review. Again, any time there is a change to a study, you need to reevaluate the whole study and whether the change would affect its eligibility for expedited review.

Failure to advise IRB members of expedited approvals. At the VA we are required to include a listing of expedited reviews in the minutes of the next IRB meeting. And so you want to be sure that you do that.
Failure to consistently document expedited review decisions and relevant categories in the IRB minutes and approval letters. This is pretty self-explanatory.

And then finally, conducting and having someone other than a voting member of the IRB conduct expedited review.

And so this brings us to the end of our presentation. We have included our contact information for you as well as the general email box for the ORD regulatory group where you can send all questions concerning research administration, R&D committees and issues pertaining to human subject protection and biosafety. An audio-recorded copy of this presentation and accompanying transcript will be posted to the PRIDE website in about a week. 

Our next Cyber seminar is scheduled for Tuesday, July 23, and will focus on IRB approval criteria. You will receive a meeting invitation for that meeting at least two weeks before the meeting.

I believe we have some time left for questions, and again please be sure to submit your questions to us using the question feature on the right-hand side of your screen. Questions and answers will be included in the transcript, so you will be able to refer to them there. Theresa is going to assist and moderate the Q&A portion of this training, so I am going to turn things over to her.

Theresa Straut:
Okay. We have three questions up so far.

Soundia Duche:
Okay.

Theresa Straut:
If anyone has additional questions, please feel free to submit them. We are going to start with one that I have already taken a look at …

Soundia Duche:
Okay.

Theresa Straut:
… and I am going to ask them to clarify what they mean. The question is: Is this in line with the changes to the binders for each case study? And I think you are probably referring to one of the slides, but its difficult for us to know because this did not come in sequence with the slides. If you could resubmit your question, that would be helpful. The second question …

Heidi:
Oh, Theresa? Theresa, can I interrupt for just a second? If you would like, I actually can unmute that questioner and he can ask the question on the line.

Theresa Straut:
Let us go through the two questions that are up and then we will do that. Does that sound all right, Heidi?

Heidi:
That sounds great.

Theresa Straut:
Okay. Starting with that question again: Exempt Category 4 refers to information being recorded by the investigator in a way that is not identifiable. So can the investigator see identifiable data? For example, in the medical records but not  record it in such a way that has no linking code or identifier and so have it be exempt under this category. 

Soundia Duche:
The answer to that is yes. If you have a research study where the investigator is only recording de-identified information, even though he comes into contact with identifiers, it would still be eligible for Exempt Category 4.

Theresa Straut:
The next question: Case 2 does not involve human research. Should not the radiation treatment and various forms of cancer be humanly researched as data changes from time to time for this kind of study? I am going to read that again.

Soundia Duche:
Yes, please.

Theresa Straut:
Okay. Case 2 does not involve human research. Should not the radiation treatment and various forms, I guess various forms of cancer—I am going to extrapolate—be humanly researched as data changes from time to time for this for this kind of study?

Soundia Duche:
I am having a hard time understanding the question, unfortunately.

Unidentified Female:
The caller ii the same question …
Soundia Duche:
Okay.

Unidentified Female:
Actually…
Theresa:
All right. Okay. Actually, you are right. It is the same asker. So we’ll come back to it. We will unmute you when we get through the questions.
Soundia Duche:
We will come back to you, Andrew, and then you can ask your questions, okay. We have two more that have come up.

Soundia Duche:
Mm hm, okay.

Theresa Straut:
A study can be categorized in more than one category based on the procedures that it will use. I assume you are meaning expedited review.

Soundia Duche:
Yes. Exactly. A study may have multiple components, and so the key thing is you want to make sure that all components of the study fit into one of the nine categories if you are dealing with expedited review, or if you are dealing with exempt review, that all study procedures fit into one of the six exempt review categories.

Theresa Straut:
Does the R&D Committee need to review an exempt study annually if it is reviewed by the safety committee?

Soundia Duche:
We are going to refer that question to Brenda Cuccherini, who handles issues related to R&D Committee, as she is the best person to respond to that. It is really outside of our scope of expertise.

Lynn Cates:
I have spoken to Dr. Cuccherini about this kind of issue on several occasions. If there is a subcommittee of the R&D Committee that performs continuing reviews, then the R&D Committee does not have to perform its continuing review. But I would second Soundia’s suggestion that you talk to Dr. Cuccherini and pose the question to her directly because she deals with all R&D Committee issues.

Theresa:  All right. We have had another question come up. What about comparative effectiveness research? Can this qualify for Expedited Category 1? For example, you are comparing two diuretics used in clinical practice that are believed to be equivalent and the reason is to determine if, in fact, they are equivalent. Patients enrolled would be those already receiving a diuretic, so the research procedure would be randomized to one diuretic or the other, not the use of the diuretic. Minimal risk and Category 1 question.

Soundia Duche:
All right. We cannot answer that today. That really depends on the details of the study. Your IRB would be the one to determine whether it meets all the criteria for Expedited Review Category 1 and whether it was minimal risk research.
Theresa Straut:
Heidi, could you go ahead and open Andrew’s line, please?

Heidi:
Okay, that is unmuted. Andrew, we can hear you now.

Andrew:
Hi, how are you doing?

Theresa Straut:
Very fine, thank you.

Andrew:
Okay, so first question. I was just wondering if this somehow had anything to do with the binders for the studies and obviously, I found out that it did not, so that answered my question.

Soundia Duche:
Okay.

Andrew:
For Case Number 2, it does not involve human research, but it involves receiving coded clinical data. Now with radiation treatment for various kinds of cancer, okay, we see cancer can be spread, it can be given to anybody. So with this not being human research, what I am trying to say is with the – the data is going to be changing constantly. So should this investigator be really focused on this study that changes in the date and the data humanly instead of the coded data? If that makes sense.
Soundia Duche:
No, it does, it does, Andrew, thank you. Yes. My example really were focusing on the collection of data at a particular point in time where he was being sent a dataset. Now it depends on the research what he does after that. He might design a study that looked into exactly what you are saying and this exempt research would kind of be the prelude to give him sufficient information to design a further study that was more humane as you describe.
Andrew:
Right.

Soundia Duche:
Does that help you, Andrew?

Andrew:
Yes, it does. Thank you.

Soundia Duche:
Do you have any other questions, since we have you unmuted?

Andrew:
No, I am good. Thank you.

Soundia Duche:
Okay. Perfect.

Theresa Straut:
We do have a couple more that have come through. The next question is: As I understand it, at the VA all subject consent forms must be copied into the medical record. In addition, if the subject is not a veteran or not a patient and the IRB has approved these inclusions, a medical record needs to be created. If a project is expedited, a waiver of documentation of consent is granted and there is no other PHI involved, how should placement of the consent forms in a medical record be handled? Also, would use of copying into medical records necessitate the need for collection of the Social Security Number, date of birth, even if the PI does not want that information?

Lynn Cates:
Yeah. Hi. This is Lynn Cates again. This is the kind of question that we would prefer to answer in writing so that we can give you citations out of the VHA Handbook 1200.5 et cetera. Basically, there may be places where there would be a Waiver of Documentation of Informed Consent, but you still need to go ahead and create a medical record, unless that medical record is the only place the subject can be identified and such identification would put the subject at risk. And again, I do not have the requirements right in front of me, but if you would send that email to Soundia, we would be happy to get back to you with the exact citation. So unless it would harm the subject to create a medical record and have something documented, then you could go ahead and have a Waiver of Documentation of Informed Consent but still be required to create a medical record. So please feel free to send that to us by email and we will be happy to get back to you with the exact citation.
Soundia Duche:
Okay.  Thank you Dr. Cates.
Theresa Straut:
The next question is: If the study includes retrospective and prospective collection of data and specimens, that would be sectioned via pathology, can this be reviewed under Expedited Procedure? If yes, prospective specimens collected via pathology post-biopsy would this require signed informed consent, or may waivers apply?

Soundia Duche:
All right. Well, we really would need to know the particulars – all the details. It would seem that the study would be eligible for Category 5, Expedited Review Category 5. But in terms of whether a Waiver of Informed Consent could be granted, we would need to see the specifics in order answer that. So if you have a specific project in mind Liz, feel free to send it us and we will look into it.

Theresa Straut:
Okay. That was the last question that is in the queue at the moment.

Soundia Duche:
Okay. Well, if we do not have any more questions, we want to thank everyone for participating in our second Cyber seminar. We hope you found the information useful and we apologize for some of the technical glitches. I am sure by our third go-round we will have this all squared away. Special thanks again to Heidi and the HSR&D team for allowing us to use this wonderful Cyberseminar system that is a complete upgrade from LiveMeeting which we were used to using. 

I will show our contact information to you all again if you need to get in touch with us and just want to remind you that you will get a brief evaluation as you exit the meeting. It only contains six questions and we really ask you to please take a moment to complete it as we rely on your feedback and we take your comments into consideration when designing our future trainings and lectures. In fact, this intermediate level presentation on Exempt and Expedited Reviews came about based on feedback we received from our last Cyberseminar where you all expressed the need to receive training at a more advanced level on the topic. And so, please take a little time to give us some feedback so we know where to go.
Thank you again, everyone, for participating and again, the next training, when is it, Theresa? It is a July training.

Theresa Straut:
It is July 23.

Soundia Duche:
July 23. You will be getting that information. Thank you all. Have a good evening.
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