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Introduction: (Dr. David Weber)
Dr. Weber welcomed everyone to the bimonthly ORO teleconference call.  Dr. Weber noted that the topic of Initial and Continuing Review was selected for this teleconference as result of fairly frequent problems observed in the initial and continuing review processes in ORO reviews and the perceived need of compliance information on this topic.  The Office for Human Research Protections (OHRP) was invited to participate in this session in order to take advantage of the opportunity of having one of their members with a great deal of expertise and experience on this topic present and discuss these issues based on their Office’s experience. In the presentation, the ten Common OHRP Findings of Noncompliance in the Initial and Continuing Review Process contained in the OHRP Compliance Activities: Common Findings and Guidance – 7/10/2002 serve as the focus for discussion and questions.  Circulated with the agenda, this material also can be found and down loaded from the OHRP website at: http://ohrp.osophs.dhhs.gov/compovr.htm.    

Dr. Weber then introduced the featured speaker and discussant for the conference: Michael Carome, MD, Assoc. Director for Regulatory Affairs, Office for Human Research Protections (OHRP), HHS.  Dr. Carome was cited as having considerable experience and expertise in regulatory compliance in research, having worked in both the former OPRR and the current OHRP.  Dr. Weber emphasized the importance of the guidance to be offered in the presentation and he strongly recommended that all teleconference participants be familiar with the referenced Common Findings and Guidance document since it is a comprehensive and very useful compilation of common problems and guidance in research compliance.

Dr. Weber noted that Dr. Carome would accept questions during and at the end of his presentation.  Dr. Carome’s topic is “Common OHRP Findings of Noncompliance with Initial and Continuing Review.”  

The document, “OHRP Compliance Activities: Common Findings and Guidance -7/10/2002,” was included in the teleconference announcement.  Dr. Carome followed and commented directly on findings #1-10, “Initial and Continuing Review” during his talk.  For this reason, the record of this teleconference consists of those sections of the OHRP document that were discussed, with the notes on Dr. Carome’s comments at the end of the corresponding section.

Immediately below is the list from the Index of the findings on initial and continuing review that were discussed by Dr. Carome.  The text and notes on Dr. Carome’s comments follow this list.  Dr. Carome stated that he would provide an overview of one subset of the common or key findings on compliance, addressing Section A.  As background, OHRP (formerly OPRR) has had a compliance background that has been functioning since the late 1980s, and over those years, the majority of compliance oversight activities have occurred primarily as “for cause” compliance oversight evaluations.  These findings are summarized in the OHRP findings document attached with the agenda, of which only the first 10 are discussed during this teleconference.

A. INITIAL AND CONTINUING REVIEW:
Common OHRP Findings of Noncompliance:

(1)
Research Conducted without IRB Review 


(2)
Failure of IRB to Review HHS Grant Applications 


(3)
IRB Lacks Sufficient Information to Make Determinations Required for Approval of Research 


(4)
Inadequate IRB Review at Convened Meetings 


(5)
Inadequate Continuing Review 


(6)
Contingent Approval of Research with Substantive Changes and no Additional Review by the Convened IRB


(7)
Failure to Conduct Continuing Review at Least Once per Year 


(8)
IRB Meeting Convened without Quorum (Nonscientist Absent) 


(9)
IRB Meeting Convened without Quorum (Lack of a Majority) 


(10)
IRB Members with Conflicting Interest Participated in IRB Review of Research 
The following is the text of the OHRP document with notes on Dr. Carome’s comments immediately following each finding.  Dr. Carome’s comments will be noted in a different text font and underlined to make it easier to differentiate the finding from the comment.
A. INITIAL AND CONTINUING REVIEW:
Common OHRP Findings of Noncompliance:
(1) Research Conducted without IRB Review.  In accordance with HHS regulations at 45 CFR 46.103(b) and 46.109(a), the IRB must review and approve all non-exempt human subject research covered by an assurance. OHRP found that certain human subject research was conducted without IRB review. 

This is a fairly self-explanatory finding.  Through the period of 10/1998-6/2002, OHRP did an analysis of all determination letters issued by the OHRP Compliance Oversight Division, and the data given in this talk come from that analysis.  There were 155 institutions for which findings were issued during a compliance oversight evaluation.  The data are analyzed both by the number of findings and the number of institutions where the finding was made.  Over the four-year period, OHRP cited 17% of institutions for this finding.  This finding also constituted 9% of all citations of noncompliance during that four-year period.  So it’s fairly common.  That is not to say that most research is not being reviewed by an IRB.  The findings were limited in scope, not global.  Most institutions where this was found had only one or two research projects that had not been reviewed, with most projects reviewed by the IRB.  The type of research that had not received IRB review ranged from very simple, minimal risk research (such as chart reviews or survey studies) to randomized clinical trials involving high-risk interventions.
(2) Failure of IRB to Review HHS Grant Applications. HHS regulations at 45 CFR 46.103(f) require that an institution with an approved assurance shall certify that each application or proposal for research covered by the assurance has been reviewed and approved by the IRB. 

(a) OHRP found numerous discrepancies between the title, date, and type of IRB approval reported on the face page of grant applications and the relevant documentation in IRB records. 

(b) In reviewing IRB records, and in discussions with IRB members, IRB administrators, and research investigators, OHRP finds that the IRB consistently fails to review the grant application for proposed research. 

The VA, in 38CFR16.103(f), a parallel requirement to the HHS regulations, requires that any institution with an approved assurance shall certify that each application or proposal for research covered by the assurance has been reviewed and approved by the IRB.  A total of 10% of institutions were cited for this finding, which made up 6% of all citations of noncompliance.  Generally, this does not occur as a finding for an isolated grant application here and there; rather, it seemed to occur as a global finding where no grant applications were reviewed and approved.
(3) IRB Lacks Sufficient Information to Make Determinations Required for Approval of Research. OHRP is concerned that when reviewing protocol applications, the IRB often appears to lack sufficient information to make the determinations required for approval of research under HHS regulations at 45 CFR 46.111. For example, the IRB appears to review only minimal information regarding (a) subject recruitment and enrollment procedures; (b) the equitable selection of subjects; (c) provisions to protect the privacy of subjects and maintain the confidentiality of data; and (d) additional safeguards to protect the rights and welfare of subjects who are likely to be vulnerable. 

Both VA and HHS regulations require that when an IRB reviews research, in order to approve the research it must make a series of findings under 38 CFR 16.111 (45 CFR 46.111).  To make those determinations, the IRB must be given adequate information to allow them to address each of the findings required by regulation.  OHRP has found over the years there were such limited IRB applications (or lack of other information) that there was no way an IRB could make the required determinations.  Over the four-year period, OHRP cited 24% of institutions for this finding.  This finding also constituted 16% of all citations of noncompliance during that four-year period, and is one of the most common.
(4) Inadequate IRB Review at Convened Meetings. The minutes of IRB meetings, and our discussions with IRB members and administrators, indicate that little substantive review takes place at convened meetings. Most protocols undergoing [initial/continuing] review are neither individually presented nor discussed at a convened meeting by the IRB as a group. Furthermore, OHRP’s inspection of available materials yielded scant evidence that IRB approval of research is consistently based on consideration of the determinations required under HHS regulations at 45 CFR 46.111. In specific, the IRB appears not to consider systematically and rigorously such issues as equitable selection of subjects and subject recruitment, privacy and confidentiality protections, and special protections required for vulnerable subjects.

Over the four-year period, OHRP cited 7% of institutions for this finding, constituting 5% of all citations of noncompliance during that four-year period.  Usually this finding was only found during an actual site visit, when ORHP actually went to the institution and interviewed IRB members.  OHRP usually has to see the minutes and discuss the process with the IRB members to make this finding.
(5) Inadequate Continuing Review. Continuing review of research must be substantive and meaningful. HHS regulations at 45 CFR 46.111 set forth the criteria that must be satisfied in order for the IRB to approve research. These criteria include, among other things, determinations by the IRB regarding risks, potential benefits, informed consent, and safeguards for human subjects. The IRB must ensure that these criteria are satisfied at the time of both initial and continuing review. The procedures for continuing review by the convened IRB may include a primary reviewer system. 

In conducting continuing review of research not eligible for expedited review, all IRB members should at least receive and review a protocol summary and a status report on the progress of the research, including: (i) the number of subjects accrued; (ii) a summary of adverse events and any unanticipated problems involving risks to subjects or others and any withdrawal of subjects from the research or complaints about the research since the last IRB review; (iii) a summary of any relevant recent literature, interim findings, and amendments or modifications to the research since the last review; (iv) any relevant multi-center trial reports; (v) any other relevant information, especially information about risks associated with the research; and (vi) a copy of the current informed consent document and any newly proposed consent document. 

At least one member of the IRB (i.e., a primary reviewer) also should receive a copy of the complete protocol including any modifications previously approved by the IRB. Furthermore, upon request, any IRB member also should have access to the complete IRB protocol file and relevant IRB minutes prior to or during the convened IRB meeting. The minutes of IRB meetings should document separate deliberations, actions, and votes for each protocol undergoing continuing review by the convened IRB. 

When reviewing research under an expedited review procedure, the IRB Chair (or designated IRB member(s)) should receive and review all of the above-referenced documentation, including the complete protocol. 

OHRP finds that continuing review of research by the IRB was not substantive and meaningful. 

This is one of the most common findings.  ORHP written guidance on continuing review may be found at http://ohrp.osophs.dhhs.gov/humansubjects/guidance/contrev2002.htm. One section of the document does deal with what OHRP considers substantive and meaningful review.  Over the four-year period, OHRP cited 31% of institutions for this finding, constituting 19% of all citations of noncompliance.  In looking back over the last decade and more, it seems as if inadequate continuing review was worst in the early 90s; that it’s been getting better over the period, but the problem is still going on.  Many problems often seem tied to the IRB’s failure to do an adequate continuing review.  In some cases, the problem was an IRB that had not conducted continuing review for a number of years; in others, it seemed tied to a cursory (not meaningful) continuing review.  In some cases, it occurred in an institution where there were very many protocols undergoing continuing review at a meeting in a very short period, and often the IRB did continuing review by block voting, or voting to continue a list of protocols as a group, not examining and discussing the research projects individually.
(6) Contingent Approval of Research with Substantive Changes and no Additional Review by the Convened IRB. OHRP finds that the IRB frequently approves research contingent upon substantive modifications or clarifications without requiring additional review by the convened IRB. OHRP recommends the following guidelines in such cases: (a) When the convened IRB requests substantive clarifications or modifications regarding the protocol or informed consent documents that are directly relevant to the determinations required by the IRB under HHS regulations at 45 CFR 46.111, IRB approval of the proposed research should be deferred, pending subsequent review by the convened IRB of responsive material. (b) Only when the convened IRB stipulates specific revisions requiring simple concurrence by the investigator may the IRB Chair or another IRB member designated by the Chair subsequently approve the revised research protocol on behalf of the IRB under an expedited review procedure. 

This is also one of the more common findings for both categories.  Over the four-year period, OHRP cited 19% of institutions for this finding which constituted 12% of all citations of noncompliance.  OHRP has said that if the information or changes requested are necessary for the IRB to make the required determinations in 38 CFR 16.111 (45 CFR 46.111), then the IRB should defer approval and, once the requested materials are received, review them at the next meeting of the convened IRB.

(7) Failure to Conduct Continuing Review at Least Once per Year. HHS regulations at 45 CFR 46.109(e) require that continuing review of research be conducted by the IRB at intervals appropriate to the degree of risk and not less than once per year. The regulations make no provision for any grace period extending the conduct of the research beyond the expiration date of IRB approval. Additionally, where the convened IRB specifies conditions for approval of a protocol that are to be verified as being satisfied by the IRB Chair or another IRB member designated by the Chair, continuing review must occur no more than one year after the date the protocol was reviewed by the convened IRB, not on the anniversary of the date the IRB Chair or his or her designee verifies that IRB-specified conditions for approval have been satisfied. OHRP found numerous instances in which {extensions beyond the expiration date were granted} OR {the IRB failed to conduct continuing review of research at least once per year}. 

The IRB and investigators must plan ahead to meet required continuing review dates. If an investigator has failed to provide continuing review information to the IRB or the IRB has not reviewed and approved a research study by the continuing review date specified by the IRB, the research must stop, unless the IRB finds that it is in the best interests of individual subjects to continue participating in the research interventions or interactions. Enrollment of new subjects cannot occur after the expiration of IRB approval. 

OHRP cited 32% of institutions for this finding which constituted 19% of all citations of noncompliance during the four-year period (1998-2002).  This is one of the most common findings.  The range of deviation from the one-year make is variable in this finding, going from less than one month to several months to a few years.  Obviously, the longer the lapse, the more serious it is considered.
(8) IRB Meeting Convened without Quorum (Nonscientist Absent). HHS regulations at 45 CFR 46.108(b) require that, except when an expedited review procedure is used, research be reviewed at convened meetings at which a majority of the members of the IRB are present, including at least one member whose primary concerns are in a nonscientific area. OHRP finds that the [date] IRB meeting did not include a nonscientist member. Thus, any actions taken at this meeting must be considered invalid. OHRP emphasizes that when no nonscientist member is present during the course of the meeting, the IRB may not take further actions or votes until a nonscientist member returns. 

Findings 8 and 8 are discussed together.  See below.
(9) IRB Meeting Convened without Quorum (Lack of a Majority). HHS regulations at 45 CFR 46.108 require that, except when an expedited review procedure is used, the IRB review proposed research at convened meetings at which a majority of the members of the IRB are present. OHRP found that the IRB failed to meet this requirement for the following IRB meetings: [date], X members present. Thus, any actions taken at these meeting must be considered invalid. OHRP emphasizes that should the quorum fail during a meeting (e.g., those with conflicts being excused, early departures, absence of a nonscientist member), the IRB may not take further actions or votes unless the quorum can be restored.

Combination of these two findings (8 and 9) were cited in 9% of institutions for this finding.  These two findings constituted 9% of all citations of noncompliance during that four-year period, with each occurring about 50% of the time.
(10) IRB Members with Conflicting Interest Participated in IRB Review of Research. HHS regulations at 45 CFR 46.107(e) stipulate that no IRB member may participate in the IRB’s initial or continuing review of a project in which the member has a conflicting interest, except to provide information requested by the IRB. OHRP found instances in which IRB members inappropriately participated in the initial and continuing review of protocols for which they had a conflicting interest. OHRP recommends that except when requested by the IRB to be present to provide information, IRB members absent themselves from the meeting room when the IRB reviews research in which they have a conflicting interest, and such should be noted in the IRB meeting minutes. 

Over the four-year period, OHRP cited 6% of institutions for this finding.  This finding also constituted 3% of all citations of noncompliance during that four-year period.  This is a less common finding.  It occurred when the IRB Chair or other member participated in reviewing and voting on their own protocol.  This finding was usually made during review of the IRB minutes when reviewing who participated in the discussion and also who voted on the protocol.  If the discussion and then the vote included all the members present, and one of the members (or the Chair) was the PI on the study, then it was considered evidence of participation.  It was especially seen during block voting, which led to the failure of the IRB Chair/member to recuse themselves when one or more of their research projects were included in the “block” of studies being voted on.  

Dr. Carome then summarized his talk by saying he had tried to go beyond what could be seen in the common findings document and also to give the listeners an idea of how common each finding was.

Dr. Weber then stated that, in the VA, there must also be R&D review, in addition to IRB review.  He further noted that the OHRP findings of lack of IRB review were echoed in ORO findings of lack of R&D review.

QUESTIONS AND ANSWERS:
1.  Q:  For a new protocol that requires some changes in it, and the investigator puts through the changes, should the approval letter reflect the date of the convened IRB meeting or the day the investigator actually produces all the required changes?  A:  That’s a question OHRP is frequently asked.  For research that has required approval by the convened IRB, research that is not otherwise eligible for expedited review, it’s the date of the convened meeting that sets the clock for the convened meeting within the one-year time period when the IRB must meet again for continuing review.  The regulations are pretty clear that, except for research that’s eligible for expedited review, research must be reviewed and approved by the convened IRB, and that applies to both initial and continuing review.  For example, an IRB approved a protocol undergoing initial review on March 1st, 2004, and at that approval the IRB said they would approve the project but that they wanted the investigator to make two word changes in the informed consent.  That was sent back to the investigator, the investigator makes the required changes and on March 14th the revised document with the two word changes gets back to the IRB office.  It is determined the changes are acceptable and on or after March 14th the IRB staff issues the approval letter which would have to stipulate the project would be reviewed on or before March 1st of the following year.

2.  Q:  Dr. Carome said something about a grant not being reviewed by an IRB before being submitted; however, in the VA, especially for merit reviews, we have the ‘just in time’ review.  Would you care to comment about that?  A:  I assume you’re referring to finding #2 above, “Failure of the IRB to Review HHS Grant Applications.”  NIH (National Institutes of Health) has a similar “just in time” review policy in which investigators can submit grant applications and they do not have to certify IRB approval on the grant application.  The investigators can wait until they find out the score given the grant application to see if it is likely to receive funding.  Once the investigator has been notified they are likely to receive funding, they can then proceed to get IRB approval.  What OHRP expects at that point is that the grant application that was submitted to NIH (and is likely to be funded) now needs to be submitted along with any other appropriate IRB application materials and any changes to the research design that may have been made since the grant application was submitted – that entire package needs to be sent to the IRB for review and approval and the certification submitted to NIH.  Q:  I have a question.  Does OHRP have a user-friendly guidance either on the Internet or located where the field can determine exactly if they’re meeting the requirements for just in time?  A:  No, OHRP doesn’t have a specific guidance on the web.  That is the sort of information that could be recorded in the minutes.
3.  Q:  I have a question about continuing review dates.  For a continuing review that’s gone through the IRB with contingencies, do those contingencies have to be addressed prior to the expiration date?  So if there are contingencies put on the PI that must be addressed, at continuing review time, do those have to be addressed before a new approval is given?  A:  If at the time of continuing review, the IRB has stipulations that must be made, if those stipulations are requesting substantive changes or additional information that speaks to the findings under 38 CFR 16.111, then certainly the IRB at the convened meeting actually shouldn’t be approving it, but should be deferring approval until those requests for information or contingencies are responded to by the investigator.  But assuming we’re talking about minor contingencies or changes, I think the IRB needs to use its judgment about (assuming it’s going to go ahead and approve the project at that meeting even with stipulations that have to be addressed) which stipulations must be met to allow further continuation of the research, including further enrollment of new research subjects.  I think it’s really up to the IRB to make that judgment.  For example, suppose the IRB has decided that in the last year they’ve learned about a really meaningful new risk of the research, that the study intervention has a risk of liver failure that was not known or disclosed in the previous consent document that was approved a year ago.  That sounds like really important information that probably should be incorporated in the consent form so that is a contingency for approval at the continuing review period, and I would think yes, the IRB in that case should say, “Investigator, you can’t enroll any new subjects until you’ve made this change because this information will be meaningful to potential subjects.”  But there may something very minor such as a piece of information that is not relevant to the consent process, then it might be difficult for the IRB to withhold enrollment of new subjects, but again, that should be a judgment call made by the IRB at the time on continuing review.  Q:  I think that pretty much answers my question.  What I was concerned about was projects that get awfully close to that continuing review date, that expiration date, and if they are in an IRB meeting right before that project expires, and there are contingencies placed on the project at that time, I was just wondering if by that expiration date all those contingencies have to be met in order to grant continuing review approval.  A:  I think some may require approval and some my be done without suspending the research.

4.  Q:  I have a question related to the actions at continuing review.  If you have a project that, for whatever reason, the investigator does not have the paperwork in, let’s say there are 16 subjects and the project is a multi-center drug trial, within the document on the OHRP website, it states that research has to stop.  My question has to do with what the preferred action is by the IRB – does the IRB simply note or request or demand that there be no additional recruitment until the paperwork is submitted?  Obviously, a ‘grace period’ is not the right term or action.  Again, to minimize impart on subjects, if the IRB has decided that the subjects should stay in the study, there is no information that any subjects have been harmed in the project, but the paperwork has not been submitted, should it be deferred, tabled, enrollment suspended – what would be the appropriate further action?  A:  Ideally you have written policies that deal with this.  When continuing review does not occur by the end of the approval period, then IRB approval expires, without the IRB doing anything.  The approval lapses.  The OHRP guidance on continuing review at http://ohrp.osophs.dhhs.gov/humansubjects/guidance/contrev2002.htm does have a section on what to do when IRB approval lapses.  Judgment on what to do when IRB approval lapses lies with the IRB not the investigator.  The IRB should notify the investigator in writing and the investigator needs to justify why the subjects should continue on study.

5.  Q:  If you had a situation where at the 12-month anniversary date, the IRB had a project on the agenda but the paperwork had not been submitted, so the IRB moved to send notification to the investigator that the project now had lapsed IRB approval and to contact the IRB if the investigator felt it was necessary to continue the subjects.  By the next meeting the continuing review materials were available, would it be continuing review materials at that point, or would the investigator need to have submitted a complete new application to avoid that being a compliance finding?  A: I think our expectation would be that the IRB would receive the usual continuing review materials.  Some institutions have policies related to the length of time that approval has lapsed and whether a completely new submission needs to be made.

6.  Q:  When you go through initial review of a project, there’s a lot of focus on turn around time and getting things through.  There has been a proposal that the primary reviewer and second reviewer in concert with the IRB Chair review the revisions that come back from the investigator and, if they approve that, the study is approved.  If they have continued questions, they will bring it back to the board.  What is OHRP’s stance on that approval process?  A:  Again, where an IRB wants to approve a project contingent upon something, if the supplemental information is relevant to making the determinations of 38 CFR 16.111, then OHRP would say that at that point it has to go back to the entire IRB.  For things that are minor changes, the IRB can decide that they can be approved by the Chair or the reviewers or other members of the board.  Again, that method of limited review can only be done for minor information.

7.  Q:  I have a question about the consent form.  We use an affiliated University IRB and on the witness signature they do not require a signature because they don’t know what they’re witnessing – are they witnessing a person or a signature or the consent process.  What is the VA’s take on this?  A:  The regulations do not require a signature from a witness, but OHRP is aware that most institutions do require it.  If an IRB approving research with a witnesses’ signature on the informed consent document, then that’s a requirement of the IRB, not the regulations. Comment by Brenda Cuccherini – for the VA, the witnesses’ signature is that the witness has seen the subject has signed the informed consent.  It’s very specifically the witness to the signature of the subject.  It’s VHA policy and therefore needs to be followed.

8.  Q:  Regarding the motion and the vote.  Do you have to record the name of the person making the motion and seconding the motion in the minutes?  And on the vote, the guidelines from OHRP state we need a total, should that total reflect the people who have left the room because of conflict of interest or is that total just those who are voting?  A:  As for the name of people making motions, actually the regulations don’t have provisions for people even making motions, so from a regulatory standpoint, you don’t even need to say those motions so you don’t need to cite the names of people making the motions.  It’s an institutional decision about whether they want to make that a part of their policy for content of the IRB minutes.  In terms of documenting the vote, the total should be those who voted on the project, including ‘for,’ ‘against,’ and ‘abstaining.’  Abstaining is different than recusing; that’s leaving the room.  Abstaining might be because they missed part of the discussion.  Q:  One more question, do you have to name those who abstained and the reasons?  A:  Under the regulations, no you don’t.  OHRP does encourage that if someone has a conflicting interest and are not going to vote, that they leave the room 

9.  Q:  Follow-up question to Brenda Cuccherini on an earlier question about ‘just in time.’  Brenda, can you clarify what the VA’s policy is on the use of ‘just in time?’  A:  Just in time is still a pilot project here and we’re continuing to do it.  What we have said is that because of what your find in M-3, Part 1, Chapter 3, the R&D Committee needs to see the protocol before it goes out to whomever the potential funder is.  The R&D Committee would just “OK” its going out and making sure there are no real problems.  If it does get funded, and ‘just in time’ kicks in, then the IRB would have to approve it and following IRB approval, the R&D Committee would have to do a full review on it and approve it before the research started.

COMPLIANCE SUMMARY:
OHRP Common Findings Ordered by Frequency (% of institutions cited/% of all citations):
· (7) Failure to conduct Continuing review at least once per year (32%/19%)

· (5) Inadequate continuing review (31%/19%)

· (3) IRB lacks sufficient information to make determinations required for approval of research (24%/16%)
· (6) Contingent approval of research with substantive changes and no additional review by the convened IRB (19%/12%)

· (1) Research conducted without IRB review (17%/9%)

· (2) Failure of IRB to review HHS grant applications (10%/6%)

· (4) Inadequate IRB review at convened meetings (7%/5%)

· (10) IRB members with conflicting interest participated in IRB review of research (6%/3%)

· (8) and (9) combined for analysis, each contributing about 50% (seen in 9% of institutions cited.

(8) IRB meeting convened without quorum (Nonscientist absent)

(9) IRB meeting convened without quorum (lack of a majority)

FINAL NOTE:  Dr. Weber asked those listening to send any recommendations they might have for either topics and/or speakers on future teleconferences, so the teleconferences can cover materials that are both relevant and of interest to those in the field.

Next Teleconference: The next teleconference will take place Wednesday, May 12, 2004 from 12 Noon to 12:50 P.M. EST.  The call-in number will be (800) 767-1750, Access code 24088#.
