Comments received regarding expedited review list

Comment 01

The clarification of Category five is most welcome.  Perhaps SACHRP has addressed the following, but providing a definition of the following term needs to be addressed.  In reference to Category 8 (a), the term "the research remains active only for long-term follow-up of subjects".   It would be very helpful to know what  activities constitute long-term follow-up (i.e.; chart review, phone calls, surveys). Many oncology studies follow subjects for "survival", e.g.; if a subject reports a recurrence of disease, that information is gathered and added to the study data. At times tissue samples are collected for treatment purposes, and the protocol asks that sample be added to the study data.  Would that subject still be considered in long-term follow-up, even though an intervention (done for treatment purposes not  research purposes) has or is occurring? Would the 8(a) determination still be appropriate at the time of continuing review.  A clearer definition of the parameters of "long-term follow-up" would beneficial. 

Thank you for your consideration, 

Tony 

Tony Teso, BA, CIP, CIM
Research Compliance Analyst/Educator
Research Subjects Protection Program

Aurora Health Care
836 N.12th Street. P.O. Box 342
Milwaukee, WI 53201-0342
T 414-219-7630
F 414-219-7477   tony.teso@aurora.org
www.AuroraHealthCare.org
Comment 02

I appreciate that OHRP is taking comments on amending Category 5 for expedited review. I believe an amendment to this category to include research involving materials that were previously collected for research purposes would be of great benefit to IRBs and the researchers with whom we work. Researchers at our institution have existing databases filled with useful and important data which were collected as part of a previous study. Under the current regulations, to perform a secondary data analysis of this data (which would be identifiable in most cases), a full board application is required. These studies meet the definition of minimal risk and therefore, would otherwise qualify for expedited review; however, there is no expedited category currently that they would fit into. 
 

Amending category 5 to clarify that the category includes research involving materials that were previously collected for nonresearch as well as research purposes would have a huge impact on the workload of the IRBs and would in no way impact the safety, rights and welfare of human subjects.
 

I look forward to hearing the final outcome on this issue. Thank you for your consideration of this change which as I mentioned previously, will have a significant impact on IRBs.
Cheryl
 

Cheryl L. Byers, MHA, CIP
Director, Institutional Review Board
Wake Forest University School of Medicine
Medical Center Blvd.
Winston-Salem, NC  27157
Phone 336-716-7658 
Fax 336-716-4480

Comment 03

I am writing in support of OHRP’s proposal to amend expedited review category 5 to clarify that the category includes research involving materials that were previously collected for either nonresearch or research purposes, provided that any materials collected for research were not collected for the currently proposed research. 

This clarifying amendment will be very helpful to this teaching and research institution, whereby students may conduct research on previously-collected data, especially in research that deals with communities or school districts that have been recipients of many research projects over the years.  School districts especially are feeling the stress of accommodating research projects while trying to accomplish an ever-widening set of tasks assigned to the schools beyond their teaching mission.  The amendment may provide a limited, but welcome, decrease in requests to school districts to allow research to be conducted in their classrooms.

David Hann
Coordinator
Human Subjects Committee 
Lawrence Campus
University of Kansas
Comment 04

Claire Verschraegen [cverschraegen@salud.unm.edu]

Category (5) Research involving materials (data, documents, records, or specimens) that have been collected or will be collected solely for non-research purposes (such as medical treatment or diagnosis). (Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.) 

45 CFR 46.101(b)(4):
(4) Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

There is a huge difference in opinions between parties involved in such research. 

The confusion I think comes from 45 CFR 46.101(b)(4), where it is unclear what is meant by “if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects”. In many universities this interpreted as if the investigator himself cannot have access to the identifiers. This creates huge problems in completing a research projects that must link outcome or patient characteristics to the research tests done on the specimens/documents/records. 

In my opinion, the phrase “if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects” means that once the research is completed, no link to the identifiers is kept, but not before the research is completed. Therefore, I agree that this type of research could be expedited by an IRB with a waiver of consent, but that the investigator must agree to remove the links after the research is completed (and not before, in which case, practically, the researcher does not obtain the necessary data to complete the proposed research). A clarification should be done by OHRP.

Comment 05

To whom it may concern -

As someone involved in oral history projects for over 15 years, I implore you not to include it in the listing of human subjects research. 

There is no effect on the interviewee and there is no force involved or "hidden agenda/experiment" in getting someone to be involved in an interview. Furthermore, best practices in oral history ensures that oral history interviewees have the right to edit and/or correct the transcripts of their interviews.

Including oral history within these rules and regulations will severely hamper important parts of gathering the historical records.

Even more importantly, it will make it impossible for students in K-12 to participate in oral history interviewing - one of the most vital hands-on activities in which we try to engage them to get them interested in history.

Respectfully submitted,

Dr. Kelly A. Woestman

Professor and History Education Director Pittsburg (KS) State University Committee Memory - National Archives Electronic Records Advisory Committee H-Net Humanities Online Vice-President for Teaching woestman@pittstate.edu

Comment 06

Leah DeVun [devun@tamu.edu]
Dear Expedited Review,
 

I am a history professor at a four-year research university and I am writing with respect to the proposed intrusion of internal review into oral histories and other types of research that are commonly used in the humanities. The proposed rules are vague and threaten the collection of oral histories that are unlikely to cause any harm to human subjects, who are typically adults willing to contribute their stories and experiences to historical research. By subjecting these sorts of data to internal review boards (which are intended to protect humans from physical or psychological injury), the proposed rules make such data collection extremely difficult and perhaps prohibitive. IRB requires methods and scripts that are inimical to the kinds of research historians do, and it makes it likely that many oral history collection projects will be rejected by IRB on the basis of inappropriate criteria. It would be best to exempt humanities-based research that consists of conducting surveys or interviews or observing behavior from IRB review.
 

Best regards,
Leah DeVun, Ph.D.
Comment 07

To Whom it May Concern:

I am writing in regards to proposed changes to proposed changes for IRBs that could bring oral history research under the IRB purview.  I do not support the proposed changes.

I support the solution recommended by the American Association of University Professors, that “research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review—straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption.”

Thank you for your consideration,

Amber Abbas

Department of History

University of Texas at Austin

Comment 08

Dear Office for Human Research Protections (OHRP),

I was wondering if OHRP would be willing to address the establishment of a registry and/or a database which involves the collection of information with the known intent to use some or all of the information for future research.  

The IRB I work with has had several recent requests to review information of this type.  The IRB determined that the design and establishment of the registry/database is a necessary component to conduct the research but not “research” in itself according to federal regulations and guidances.  The design of each registry/database called for entering data and information in a de-identified fashion; one or two individuals would maintain and have access to the master record/key with linked identifiers (name and assigned unique identifier code).  The master record/key is kept separate from the database and is password protected.  Individuals accessing the registry/database are either research staff, or individuals who request permission through the IRB on a separate research application.  We have required each investigator to submit future research plans under a separate protocol/study application at the time that research is planned.  

Neither the exempt or expedited review criteria could be used to approve these applications because each registry/database design did not adequately meet one or more of the currently posted criteria. Therefore, the IRB reviewed and considered each application at a full board meeting, even though the IRB felt that the application could have been reviewed and approved under expedited procedures (if they existed).

Thank you for your time and consideration.

Jenn Bricker-Bolton 

Jennifer Bricker-Bolton 
IRB Administrator 
Saint Francis Hospital and Medical Center 
114 Woodland Street 
Hartford, CT  06105 
phone:  860-714-4068 
fax:  860-714-8053 

Comment 09

Dear Office of Human Research Protections ...... Please consider the following comments regarding the proposed revisions to the Categories of Human Subject Research That May Be Reviewed by the Institutional Review Board Through an Expedited Review Procedure:
 

1.  Regarding Section V in which
 ".... OHRP is proposing to revise expedited review category 5 as set forth below.
    Remove (5) in its entirety, and add, in its place:
    (5) Research involving materials (data, documents, records, or 
specimens) that
    (a) have previously been collected for nonresearch purposes;
    (b) have previously been collected for research purposes, provided 
    the materials were not collected for the currently proposed research; or
    (c) will be collected solely for nonresearch purposes. "
The specification that some materials "will be collected solely for nonresearch purposes" would seem to preclude their being used for any research purposes. Whatever the original purpose for the collection of such materials, it is clear that they were collected with the specific intent or understanding by the donor that they would not/should not be used for research purposes. Consequently, any subsequently proposed use of such materials for research should not be considered and there should be no need for any IRB review, expedited or otherwise, for such materials.   
 

 

2. With regard to the 

"... current expedited review list, as published in the 
Federal Register on November 9, 1998:........(4) Collection of data through noninvasive procedures (not 
involving general anesthesia or sedation) routinely employed in clinical practice..... Examples: ........ (c) magnetic resonance imaging; "

 

The inclusion of magnetic resonance imaging in the expedited review list as a routine non-invasive procedure should be qualified to apply only to those MRI procedures that do not use the injection of contrast agents. Injecting contrast agents adds an invasive element to this particular type of MRI procedure.  
 

Sincerely,
Thomas J. Sobotka, Ph.D.
2413 Nees Lane
Silver Spring, Maryland 20905
tjsobotka@aol.com
(301) 384-7708
Comment 10

Three comments:

1) If category (5) is revised as suggested, why would category #6 be retained? How does the type of activity described in category #6 differ from the activities covered by category #5? Also, if category #6 is retained, surely reference should be made (as with other categories) to the fact that certain research under category 6 may be exempt, that the listing only applies to research that is not exempt? E.g. surely non-sensitive interview research is exempt under category #2, even if it is video/audio recorded? 

2) Category #7 remains somewhat confusing and may lead to the continuance of unnecessarily rigid IRB oversight. After having read the revised version, the basic premise seems to be this: that ANY social-behavioral research that is deemed to be of minimal risk can be expedited under this category. This would include stress research, research on sexual behavior, psychophysiological research, research involving the collection and analysis of endocrine and immune measures from the blood/urine/saliva. If this is not the case, then it would be important to better define what is meant by "Research on individual or group characteristics or behavior", because much of this research involves physiological measurement.

3) I'm not sure if this is part of the solicitation for comments, but it would be helpful to better define "minimal risk" since it is a central part of the review of expedited categories. This is particularly the case for expedited category #7, especially in terms of what is meant by "harm" or "discomfort". Does harm and/or discomfort apply to both psychological harm/discomfort and physical harm/discomfort, or just the latter? If so, how is "psychological harm" defined - as lasting psychological damage (how long is "lasting", what is meant by "damage")? 

Grant Benham, Ph.D.

UTPA IRB Chair

Associate Professor

Dept. of Psychology and Anthropology

University of Texas - Pan American

1201 W. University Drive

Edinburg, TX 78539

(956) 292-7342

gbenham@utpa.edu
Comment 11
Dear Administrators, 
        Oral history interviewees are NOT human subjects in need of special protection. Moreover, for the interview to take place they must voluntarily sign a legal-release form donating their memory to the institutional recipient of the interview. Obviously, you cannot force a person to answer a question and the narrator may end the interview at any time. Oral history interviews simply are not in the realm of medical research, which prompted the establishment of IRBs. Sincerely,
Dennis N. Mihelich 
University Historian 
Campion House 
Creighton University 
Omaha, NE 68178 
Ph: 402-280-3383 
Fax: 402-280-3502 

Comment 12

Hi.
Thanks for inviting comments on the value of using IRBs for oral histories.  As oral historians and teachers of oral history we implore you not to require IRBs.  Any institutionally-based oral history effort is done with clear attention paid to ethnics and is executed in accordance with clearly defined practices addressed in the Oral History Associations revised guidelines.  Our field has done a good job at addressing ethical issues in the realm of professional gathering of oral histories.  The IRB will have no bearing on amateur projects.  
 

Oral historical work is unlike other areas of social science.  It is a collaboration between teller and interviewer, a joint agreement, spoken and written into a release form.  Please don't stymie the efforts of those who want to record and those who want to tell by putting up obstacles.  Oral history work requires its own set of skills.  There is no reason to assume those sitting on an IRB would know enough about the field to make reasonable judgment.  Also, we tend to work with the elderly, and waiting for official permission could easily mean we lose an opportunity to record at all.  When an old person dies, it is as though a library has burned down.
 

Thank you very much.
 

Sincerely,
 

Carrie Kline
Michael and Carrie Nobel Kline
Talking Across the Lines, LLC
www.folktalk.org
kline@folktalk.org
114 Boundary Ave.
Elkins, WV 26241
(304) 636-5444
Comment 13

Dear Sir or Madam,
The proposed amendment to clarify expedited review category 5 to include research involving materials that were previously collected is appropriate and important. This amendment will help expedite and increase use of banked human samples by decreasing barriers to research. The result will be increased probability of a positive return for the substantial collective investment in banking samples, including the investment of donors. The risk to human subjects that could result from this amendment is very small; if during expedited review an issue is perceived by the reviewer, the research is subject to review by the full IRB, as is appropriate.
Sincerely,
Roderick A. Corriveau, Ph.D.

Associate Professor 

and Scientific Program Manager

Coriell Institute for Medical Research

Camden, NJ 08103

Phone: (856) 757-9727

Fax: (856) 757-9737

http://www.coriell.org/index.php/content/view/87/162/
Comment 14

Proposed Changes to Expedited Review Categories:

1) The proposed change to expedited review category 5 is an excellent change.  Outside of the clear evidence that this was the intent of the groups modifying this section of the regulations, the change actually adds to human subject’s protections.  

The studies proposed for the collections of such specimens activities are usually of minimal risk, involving the use of existing blood specimens or merely a new, minor blood draw.  The use of existing specimens in research collections is clearly a protection advantage over the need to gather new specimens.  Using these specimens has an “waste-avoidance virtue” over requiring investigators to collect new specimens in a new protocol.  With the permission to use these previously collected specimens in new ways, the use of these specimens can easily be seen to fit into an expedited approval pathway.  

2) The proposed language changes for item 7 improve the clarity for those studies for which obvious IRB oversight is required, but the methodologies are only delineated under the “exempt” sections of the regulations.  

3)  Further, I can think of few arrangements in which the testing of new drugs constitutes minimal risk, and, as such suggest the elimination of category 1a.  
Thank you for the opportunity to comment.

Sincerely,

Daniel H. Conway, MD, CIP

IRB #4, Chair

Drexel University College of Medicine

St. Christopher’s Hospital for Children

Comment 15

To Whom It May Concern:

Thank you for the opportunity to provide commentary on the proposed amendment to the Expedited Categories and on the Expedited Categories in general. Washington University (WU) currently has over 2,000 open Expedited protocols and the WU Human Research Protection Office (HRPO) conducts over 6,000 expedited reviews annually. The most commonly utilized categories for new expedited research at our institution are 2, 5, and 7.

Several years ago George Pospisil told me about OHRP's plans to asses and revise the Expedited Categories. I am thrilled that the assessment is taking place and that I can be a part of it. Hopefully, OHRP plans to conduct a similar assessment of the Exempt Categories. 

If you would like clarification or additional information on any of my comments in the attached document, please do not hesitate to contact me.

Thank you again,

Diane Clemens, DC, CIP
eIRB Education Specialist
Human Research Protection Office
Washington University in St. Louis
Direct phone: (314) 633-7446
HRPO Website: https://hrpo.wustl.edu
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Protection of Human Subjects: Categories of Research That May Be 

Reviewed by the Institutional Review Board Through an Expedited Review 

Procedure

AGENCY: Department of Health and Human Services, Office of the 

Secretary.

ACTION: Notice.

-----------------------------------------------------------------------

SUMMARY: The Office for Human Research Protections (OHRP) is requesting 

written comments on a proposed amendment to item 5 of the categories of 

research that may be reviewed by the institutional review board (IRB) 

through an expedited review procedure, last published in the Federal 

Register on November 9, 1998 (63 FR 60364). On that date, the Office 

for Protection from Research Risks (OPRR), now OHRP, and the Food and 

Drug Administration (FDA) simultaneously published identical lists of 

categories of research activities involving human subjects which may be 

reviewed by the IRB through an expedited review procedure. It has come 

to OHRP's attention that there has been confusion in the research 

community about expedited review category 5. OHRP is proposing to amend 

expedited review category 5 to clarify that the category includes 

research involving materials that were previously collected for either 

nonresearch or research purposes, provided that any materials collected 

for research were not collected for the currently proposed research. 

Expedited review category 5 also includes research involving materials 

that will be collected solely for nonresearch purposes.

    In addition, OHRP is requesting comments on the entire expedited 

review list that was last published in the Federal Register on November 

9, 1998 (63 FR 60364) to determine if other changes are needed.

    As part of its charge to provide expert advice and recommendations 

to the Secretary of Health and Human Services (the Secretary) and the 

Assistant Secretary for Health on issues and topics pertaining to or 

associated with the protection of human research subjects, the 

Secretary's Advisory Committee on Human Research Protections (SACHRP), 

through its Subcommittee on Subpart A, considered whether the current 

expedited review categories should be modified. On March 14, 2007, 

SACHRP submitted recommendations regarding expedited review to the 

Secretary, and on June 18, 2007, the Secretary sent a letter to the 

SACHRP chairperson, stating that HHS would give serious consideration 

to these recommendations. In regard to the current expedited review 

categories, SACHRP recommended that expedited review category 7 should 

be revised as described in Section V below. Therefore, in addition to 

requesting comments on the entire expedited review list that was 

published in the Federal Register on November 9, 1998 (63 FR 60364), 

OHRP is also specifically requesting comments on SACHRP's recommended 

revision of expedited review category 7.

    As required under 21 CFR 56.110(a), FDA also will publish in the 

Federal Register a list of categories of research that may be reviewed 

by the IRB through an expedited review procedure. FDA intends to issue 

the list concurrently with OHRP's issuance of its final notice, and in 

compliance with 21 CFR 10.115 (good guidance practice regulations). 

This approach maintains FDA's practice of moving in tandem on this 

issue with OHRP.

DATES: Submit written or electronic comments by December 26, 2007.

ADDRESSES: Submit written comments to EXPEDITED REVIEW, Office for 

Human Research Protections, The Tower Building, 1101 Wootton Parkway, 

Suite 200, Rockville, MD 20852. Comments also may be sent via e-mail to 

expeditedreviewohrp@hhs.gov, or via facsimile at 301-402-2071. Comments 

received within the comment period, including any personal information 

provided, will be made available to the public upon request.

FOR FURTHER INFORMATION CONTACT: Mr. Glen Drew, Office for Human 

Research Protections, The Tower Building, 1101 Wootton Parkway, Suite 

200, Rockville, MD 20852, 1-866-447-4777 or by e-mail to: 

glen.drew@hhs.gov.

SUPPLEMENTARY INFORMATION: 

I. Expedited Review Procedures

    The Department of Health and Human Services (HHS) human subjects 

protection regulations at 45 CFR 46.110 permit expedited review 

procedures for certain kinds of human subjects research that have been 

found by an IRB to involve no more than minimal risk to research 

subjects, or for minor changes in previously IRB-approved research 

during the period (of one year or less) for which approval is 

authorized. An expedited review procedure consists of a review of 

research involving human subjects by the IRB chairperson or by one or 

more experienced reviewers designated by the chairperson from among 

members of the IRB, in
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accordance with the requirements at 45 CFR 46.110.

    The HHS regulations at 45 CFR 46.110 also give the Secretary the 

authority to amend and republish the list of research categories that 

may be reviewed by the IRB through an expedited review procedure, after 

consultation with other departments and agencies. This same section of 

the HHS regulations also requires that an amended expedited review list 

be published by the Secretary in the Federal Register.

    As required by HHS regulations at 45 CFR 46.110, this proposed 

amendment of expedited review category 5 was developed after consulting 

with the other Federal departments and agencies that have promulgated 

the Federal Policy for the Protection of Human Subjects.

II. Background on the Expedited Review List

    The first expedited review list was published by the Secretary in 

1981 (46 FR 8392). On November 10, 1997, OPRR, now OHRP, and FDA 

published identical proposed revisions to the 1981 expedited review 

list (published for OPRR at 62 FR 60607). The category of research in 

question, expedited review category 5, was addressed in the proposed 

categories 4 and 5 in the November 10, 1997 Federal Register Notices 

requesting public comment. In those Notices, proposed categories 4 and 

5 were presented as follows:

    (4) Research involving existing identifiable data, documents, 

records, or biological specimens (including pathological or 

diagnostic specimens) where these materials, in their entirety, have 

been collected prior to the research, for a purpose other than the 

proposed research.

    (5) Research involving solely (a) prospectively collected 

identifiable residual or discarded specimens, or (b) prospectively 

collected identifiable data, documents, or records, where (a) or (b) 

has been generated for nonresearch purposes.

    In addition, a chart included in OPRR's and FDA's November 10, 1997 

Federal Register Notices, comparing the proposed expedited review list 

with the 1981 list, indicated that the proposed category 4 (see above) 

was intended to replace expedited review category 8 on the 1981 list. 

Category 8 on the 1981 list stated, ``the study of existing data, 

documents, records, pathological specimens, or diagnostic specimens.''

    The comments received on OPRR's and FDA's November 10, 1997 Federal 

Register Notices overwhelmingly supported the proposed revision to the 

expedited review list. With minor modifications to the 1997 proposed 

expedited review list, on November 9, 1998, OPRR and FDA simultaneously 

published identical revised lists of categories of research activities 

that may be reviewed by the IRB through the expedited review procedure 

(published for OPRR at 63 FR 60364, and for FDA at 63 FR 60353). In 

regard to expedited review category 5, the OPRR and FDA November 9, 

1998 Federal Register Notices described this category of research as:

    (5) Research involving materials (data, documents, records, or 

specimens) that have been collected or will be collected solely for 

nonresearch purposes (such as medical treatment or diagnosis). 

(Note: Some research in this category may be exempt from the HHS 

regulations for the protection of human subjects. 45 CFR 

46.101(b)(4). This listing refers only to research that is not 

exempt.)

    The preamble of the OPRR November 9, 1998 Federal Register Notice 

explained that:

    Categories four (4) and five (5) on the proposed list have been 

combined into one new category five (5) on the 1998 list. This new 

section is added in response to comments that raised questions about 

the relationship of proposed categories four (4) and five (5) to 

exempt research and about separating out existing and prospectively 

collected materials. The term ``nonresearch purposes'' was 

maintained in new category five (5) to describe the origins of the 

research material * * *

    Similarly, the FDA November 9, 1998 Federal Register Notice 

explained that:

    Categories four and five on the proposed list have been combined 

into one new category, category five, addressing research involving 

materials collected or which will be collected solely for 

nonresearch purposes. This new category five was formed in response 

to comments that raised questions about why the two categories 

separated out existing and prospectively collected materials. The 

term ``nonresearch purposes'' was maintained in new category five to 

describe the origins of the research materials.

III. Clarification on the Scope of Expedited Review Category Five (5) 

Needed

    The description of expedited review category 5 and the preamble 

language as published in the November 9, 1998 OPRR and FDA Federal 

Register Notices has caused confusion in the research community about 

whether this expedited review category includes research involving 

materials that were originally collected for either nonresearch or 

research purposes, or is limited to research involving materials that 

were originally collected solely for nonresearch purposes.

    As evidence of this confusion, in their 1999 report, Research 

Involving Human Biological Materials: Ethical Issues and Policy 

Guidance, the National Bioethics Advisory Commission (NBAC) stated:

    NBAC finds that there is no need to distinguish between 

collections originally created for clinical purposes and those 

created for research purposes. In both cases, research on the 

collected materials should be eligible for expedited review if the 

research presents no more than a minimal risk to the study subjects.

    As a result of this finding, NBAC recommended that ``OPRR should 

revise its guidance to make clear that all minimal-risk research 

involving human biological materials--regardless of how they were 

collected--should be eligible for expedited IRB review.'' In response 

to NBAC's 1999 report, HHS convened a multi-agency Working Group to 

analyze the appropriateness, feasibility, and practical implications of 

implementing NBAC's recommendations and to develop a set of proposed 

HHS activities to enhance the protection of human subjects in research 

involving human biological materials. In regard to the NBAC 

recommendation above, the HHS Working Group stated:

    The Working Group concurs with Recommendation 2 and agrees with 

NBAC that, for purposes of determining eligibility for expedited IRB 

review, it is not necessary to draw a distinction between samples 

originally collected for clinical purposes and those obtained for 

research purposes. The Working Group also agrees with NBAC's 

observation that current guidance regarding the types of research 

that IRBs may review through expedited procedures (63 FR 60364 [HHS] 

and 60353 [FDA], November 9, 1998) appears to exclude research 

utilizing existing specimens previously collected for research 

purposes. It is the understanding of the Working Group that this 

apparent exclusion is not intentional but rather resulted from a 

copy editing oversight * * *

IV. OHRP Assessment

    After reviewing OPRR's and FDA's 1997 and 1998 Federal Register 

notices concerning revisions to the 1981 expedited review list, NBAC's 

recommendation, and the HHS Working Group's response, OHRP has 

concluded that expedited review category 5 was intended to, and should, 

include research involving existing information or specimens that were 

previously collected for nonresearch purposes, as well as research 

involving existing information or specimens that were previously 

collected for research purposes--provided they were not collected for 

the currently proposed research.

    OHRP notes that neither OPRR's nor FDA's November 10, 1997 Federal 

Register Notice indicated that the proposed expedited review category 4
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was intended to narrow category 8 on the 1981 list to exclude existing 

specimens that were collected for research purposes, provided the 

materials were collected for a research purpose other than the proposed 

research. Because proposed category 4 would have applied to research 

involving existing identifiable information or specimens that had been 

previously collected for either research or nonresearch purposes, 

provided they were not collected for the currently proposed research, 

OHRP has concluded that the term ``nonresearch purposes'' was retained 

in the final version of category 5 to describe the origins of the 

prospectively collected material only, not the origins of the 

previously collected material. However, this intent was not made clear 

in either OPRR's or FDA's November 9, 1998 Federal Register Notice.

V. OHRP Request for Comments

    For the reasons described in Section IV, OHRP is proposing to 

revise expedited review category 5 as set forth below.

    Remove (5) in its entirety, and add, in its place:

    (5) Research involving materials (data, documents, records, or 

specimens) that

    (a) have previously been collected for nonresearch purposes;

    (b) have previously been collected for research purposes, provided 

the materials were not collected for the currently proposed research; 

or

    (c) will be collected solely for nonresearch purposes.

     Note: Some research under section (a) or (b) of this category 

may be exempt from the HHS regulations for the protection of human 

subjects. 45 CFR 46.101(b)(4). This listing refers only to research 

that is not exempt.

    OHRP is also requesting comments on the entire expedited review 

list that was last published in the Federal Register on November 9, 

1998 (63 FR 60364) to determine if other changes are needed. The 

following is the current expedited review list, as published in the 

Federal Register on November 9, 1998:

    (1) Clinical studies of drugs and medical devices only when 

condition (a) or (b) is met.


    (a) Research on drugs for which an investigational new drug 

application (21 CFR Part 312) is not required. (Note: Research on 

marketed drugs that significantly increases the risks or decreases 

the acceptability of the risks associated with the use of the 

product is not eligible for expedited review.)

    (b) Research on medical devices for which (i) an investigational 

device exemption application (21 CFR Part 812) is not required
; or 

(ii) the medical device is cleared/approved for marketing and the 

medical device is being used in accordance with its cleared/approved 

labeling.

    (2) Collection of blood samples by finger stick, heel stick, ear 

stick, or venipuncture as follows:

    (a) from healthy, nonpregnant adults who weigh at least 110 

pounds. For these subjects
, the amounts drawn may not exceed 550 ml 

in an 8 week period and collection may not occur more frequently 

than 2 times per week; or

    (b) from other adults and children,\2\ considering the age, 

weight, and health of the subjects, the collection procedure, the 

amount of blood to be collected, and the frequency with which it 

will be collected. For these subjects, the amount drawn may not 

exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and 

collection may not occur more frequently than 2 times per week.


    (3) Prospective collection of biological specimens for research 

purposes by noninvasive means
.

    Examples
: (a) Hair and nail clippings in a nondisfiguring 

manner; (b) deciduous teeth at time of exfoliation or if routine 

patient care indicates a need for extraction; (c) permanent teeth if 

routine patient care indicates a need for extraction; (d) excreta 

and external secretions (including sweat); (e) uncannulated saliva 

collected either in an unstimulated fashion or stimulated by chewing 

gumbase or wax or by applying a dilute citric solution to the 

tongue; (f) placenta removed at delivery; (g) amniotic fluid 

obtained at the time of rupture of the membrane prior to or during 

labor; (h) supra- and subgingival dental plaque and calculus, 

provided the collection procedure is not more invasive than routine 

prophylactic scaling of the teeth and the process is accomplished in 

accordance with accepted prophylactic techniques; (i) mucosal and 

skin cells collected by buccal scraping or swab, skin swab, or mouth 

washings; (j) sputum collected after saline mist nebulization.

    (4) Collection of data through noninvasive procedures (not 

involving general anesthesia or sedation)
 routinely employed in 

clinical practice, excluding procedures involving x-rays 
or 

microwaves. Where medical devices are employed, they must be 

cleared/approved for marketing. (Studies intended to evaluate the 

safety and effectiveness of the medical device are not generally 

eligible for expedited review, including studies of cleared medical 

devices for new indications.)

    Examples: (a) Physical sensors that are applied either to the 

surface of the body or at a distance and do not involve input of 

significant amounts of energy into the subject or an invasion of the 

subject's privacy; (b) weighing or testing sensory acuity; (c) 

magnetic resonance imaging; (d) electrocardiography, 

electroencephalography, thermography, detection of naturally 

occurring radioactivity, electroretinography, ultrasound, diagnostic 

infrared imaging, doppler blood flow, and echocardiography; (e) 

moderate exercise, muscular strength testing, body composition 

assessment, and flexibility testing where appropriate given the age, 

weight, and health of the individual.

    (5) Research involving materials (data, documents, records, or 

specimens) that have been collected, or will be collected solely for 

nonresearch purposes (such as medical treatment or diagnosis). 

(Note: Some research in this category may be exempt from the HHS 

regulations for the protection of human subjects. 45 CFR 

46.101(b)(4). This listing refers only to research that is not 

exempt.)


    (6) Collection of data from voice, video, digital, or image 

recordings made for research purposes.

    (7) Research on individual or group characteristics or behavior 

(including, but not limited to, research on perception, cognition, 

motivation, identity, language, communication, cultural beliefs or 

practices, and social behavior) or research employing survey, 

interview, oral history, focus group, program evaluation, human 

factors evaluation, or quality assurance methodologies. (Note: Some 

research in this category may be exempt from the HHS regulations for 

the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). 

This listing refers only to research that is not exempt.)

    (8) Continuing review of research previously approved by the 

convened IRB as follows:

    (a) Where (i) the research is permanently closed to the 

enrollment of new subjects; (ii) all subjects have completed all 

research-related interventions; 
and (iii) the research remains 

active only for long-term follow-up of subjects; or

    (b) where no subjects have been enrolled and no additional risks 

have been identified; 
or

    (c) where the remaining research activities are limited to 
analysis of identifiable data.

    (9) Continuing review of research, not conducted under an 

investigational new drug application or investigational device 

exemption where categories two (2) through eight (8) do not apply 

but the IRB has determined and documented at a convened meeting that 

the research involves no greater than minimal risk and no additional 

risks have been identified.

    In addition to requesting comments on all of the expedited review 

categories listed above, OHRP specifically requests comments on a 

recommendation by SACHRP to revise expedited review category 7 as 

follows:

    Research (a) on individual or group characteristics or behavior 

(including, but not limited to, research on perception, cognition, 

motivation, affective states, interpersonal relationships, identity, 

language, communication, cultural beliefs or practices, and social 

behavior); or (b) employing methods commonly used in social, 

behavioral, epidemiologic, health services and educational research 

(including, but not limited to, survey, interview, oral history, 

participant observation, ethnographic, focus group, program 

evaluation, human factors evaluation, or quality assurance methods). 

(Note: Some research in this category may be exempt from the HHS 

regulations for the protection of human subjects. 45 CFR 

46.101(b)(2) and (b)(3). This listing refers only to research that 

is not exempt.)
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    Dated: October 22, 2007.

Ivor A. Pritchard,

Acting Director, Office for Human Research Protections.

 [FR Doc. E7-21126 Filed 10-25-07; 8:45 am]

BILLING CODE 4150-36-P

Comment 16

Dear Colleagues,

I am writing to express my concern that recent changes to IRB protocols will adversely impact researchers and students who make use of oral history methodologies. It has been my experience that university IRBs do not have the necessary background to appreciate that oral history research is different from other research involving human subjects. I have seen these protocols applied in ambiguous and often arbitrary ways and implemented in a field where the risk of harm is minimal.

The American Historical Association has already made a number of efforts to clarify or reverse this policy of using IRBs to regulate oral history, first by working with the federal Office of Human Research Protections (OHRP) to clarify their policy, and then by

--

W. Patrick McCray

Professor &

Co-PI/Executive Committee Member for the UCSB Center for Nanotechnology in Society

Coordinates:

Department of History

University of California, Santa Barbara

Santa Barbara, CA 93106-9410

TEL: 805.893.2665

WEB: http://www.history.ucsb.edu/people/person.php?account_id=14
encouraging departments to engage the IRBs at their home institutions to clarify these policies.

It is my hope that the OHRP would further clarify its position on oral history as a research methodology and, most importantly, exempt it from the review of IRBs. Failure to do so will have a chilling effect on research in the humanities that, seen from a common sense perspective, has no adverse effect on its subjects and indeed may do them a disservice by denying them an avenue to record their recollections and experiences for posterity.

Sincerely,

Patrick McCray

Comment 17

Dear Colleagues:

I would like to express my opinion on proposed legislation (http://www.hhs.gov/ohrp/documents/20071026.htm) that may subject oral history projects to IRB review.  I believe that such a change to existing practice only creates an unnecessary layer of bureaucracy to a research undertaking where the risk of harm to participants is minimal or non-existent.  Instead, I urge the policy recommended by the American Association of University Professors: that “research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review."  Thank you.  

Dr. Eva Garroutte

********
Dr. Eva Marie Garroutte
Associate Professor
Boston College 
Dept of Sociology
140 Commonwealth    
Chestnut Hill MA 02467
(617) 552-2078 (phone)
(617) 552-4283 (fax)
Comment 18

Dear OHRP,

         I would like to express my opposition to the proposed extension of IRB procedures to the realm of oral history.  I have written extensively on the history of the abuses that led to the founding of IRBs--including two books on the history of Nazi medicine--I have also written on the history of experimental abuse, experimental ethics, and the ethics of science research and publishing more generally.  And I have done a great deal of oral history.

         The purpose of IRBs is to guarantee that abuses of human rights and bodies do not occur, and whereas there are many fields and inquiries where this is a real and substantial concern, oral history is not one of them.  Oral history is rather more like investigative journalism in this sense.  The possibility for abuse is very low--and the potential encumbrance of creative research by the proposed limitations is substantial.  Regulations of this sort would also be virtually unenforceable, since it will be easy enough simply to "chat" with someone informally rather than doing a formal oral history with all the bells and whistles.  Requiring permission from an IRB to do oral history would be a procrustean bureaucratic perversion of the original logic behind such boards.  Even if such requirements are passed, I do not believe they will be followed.  Nor should they be.  Oral history is as much an art as a science, and I think it would be about as fair to ask artists to have the subjects of their canvases approved by an IRB, as to require such an encumbrance for historians.  Thank you for your time and consideration.  And best wishes, Robert Proctor

Robert N. Proctor

Professor of the History of Science

History Dept., Bldg 200

Stanford University

Stanford CA  94305

Comment 19

Hello: 

I understand that revisions to IRB requirements concerning category 5 of the federal regulations overseeing IRB exemptions and approvals are being considered by the OHRP.  I have looked at the proposed changes and am concerned that the language, while in some instances clearly indicating medical contexts for the new restrictiveness concerning IRB exemption, does not always do so, thereby unnecessarily subjecting historians, social scientists, and humanists working with human subjects in contexts of little or no risk to unnecessary and cumbersome IRB oversight.  Specifically, language that discusses "data and documents" should specify what kind of data and documents should come under the IRB's supervisory purview, and which (such as archival documents, like letters, etc.) can be exempt from oversight.  The vagueness of the language suggests increasing local IRB authority for types of research that involve human subjects, like oral history, but which do not involve risk to those subjects.  

This is a particularly difficult issue because IRB boards typically do not include humanists or social scientists; thus, the applications for exemption from historians and other scholars are examined by faculty unfamiliar with the protocols of research in these fields.  I encourage the OHRP to further specify the language in category 5 to make it clear that the language pertains to medical research (as is clear in the references to "clinical" and "research" data and documents later in the Federal Register notice of October 26, 2007).  It seems that there also may be problems with the expansion of category 7 as well.

I agree with the American Association of University Professors that "research on autonomous adults, whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review—straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption."  

Thank you for considering this suggestion.

Sincerely,

Bernice Hausman

Bernice L. Hausman, Professor

Department of English

Coordinator and Advisor, Medicine and  Society Minor

Virginia Tech

Office: 206 Shanks Hall

Phone: 540-231-5076, Fax: 540-231-5692

Email: bhausman@vt.edu
Homepage: http://filebox.vt.edu/users/bhausman/index.html
Send regular mail to:

English Dept. (0112)

Virginia Tech

Blacksburg, VA 24061

Comment 20

To Whom It May Concern:

I strongly urge the adoption of the AAUP language as it pertains to oral history projects, vis., “research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review—straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption.”

In my own experience, opportunities to conduct oral history have been almost entirely opportunistic, unscheduled and informal.  My work in this area involves no experimentation, but seeks only to elicit recollections of public events/practices in which interviewees have participated. There is no way that I can plan for such interviews or secure advance permissions and clearance, actions that the language of proposed regulations seems to require. Given the circumstances in which I work, no one can have the necessary foresight to comply. 

Currently proposed language will seriously hamper my historical research.  Please adopt the language as proposed by the AAUP.

Sincerely,

Philip C. Brown

Associate Professor, Japanese History

The Ohio State University

Comment 21

Greetings,

As a history professor and scholar with forty years of experience, I urge you to put an end to the strongly object to obstacles created to students and scholars who do oral history interviews.  Oral history interviews simply ask subjects about their experiences in and knowledge of the past.  They have the potential to pose only very minimal if any harm.  They are not unlike a journalist interviewing someone for a news story.

Please make totally exempt from IRB review research on autonomous adults in the form of collecting data by surveys, conducting interviews, or observing behavior in public places.

Susan M. Hartmann

Susan M. Hartmann, Professor of History

373 Dulles Hall, Ohio State University

Columbus, OH 43210

(614) 292-1871     hartmann.1@osu.edu 

Comment 22

Mr. Glen Drew

  EXPEDITED REVIEW

  Office for Human Research Protections

  The Tower Building

  1101 Wootton Parkway, Suite 200

  Rockville, MD 20852

  expeditedreviewohrp@hhs.gov

 Dear Mr. Drew:


As a long term life scientist, who has both served  on IRB panels and had to process projects through IRBs  from the time that IRB panels were created I do not understand the rational for putting oral history and archival history projects under the aegis of an IRB panel working under Belmont or Helsinki rules. In these research studies in animals or people the issues deal with the safety of subjects and assurance that they understand the project and have signed an informed consent for their participation in the study.


In an oral history study the subject is free to tell not to tell his life story in whole or part and to exclude anything he does not want to tell. Since the person carrying out the history does not know in advance what he will hear, he cannot provide a protocol listing the questions to be asked. Nor can he get signed written consent in English from illiterate tribesmen ( as one IRB panel requested according to a recent account in the Hastings Review). 


The goals of oral historians and social scientist are so far removed from the topics listed in an IRB protocol that I just filled as grounds for exclusion, they could not be fit into that mold. It is also not clear what the risks would be to subjects  who participate. The simplest thing to do is to put them in an exempt category not requiring IRB approval, with the possible exception for psychological studies in which the subjects are purposely mislead as part of the study. 


I would urge that the new proposal be drastically modified to decrease its restrictive nature and modified to include an exempt category as I outlined above

Sincerely yours,

Leon Bradlow, Ph.D.

SeniorScientist HUMC

Adjunct Professor of Endocrinology UMDNJ

Adjunct Professor of OBGYN UMDNJ

Professor of Research Tuoro University

Comment 23

Given the first amendment to the constitution, I cannot see that any case can be made for requiring IRB approval for any non-invasive procedure, requiring a verbal response only, for which the subject has given his or her consent.  Any regulation infringes equally on the researcher's right to ask questions and the respondent's right to answer them

The existing regulations are already highly intrusive and no extension can be justified. 

JS


-- 

J. E. R. Staddon

James B. Duke Professor of Psychology,

Professor of Biology and Neurobiology, Emeritus

Department of Psychology and Neuroscience

Psychology-Sociology Building, Box 90086, Duke University, Durham, NC 27708 U. S. A.

Ph. 919-493-4398

Fax: 919-660-5726

http://fds.duke.edu/db/aas/pn/faculty/staddon
Editor, PsyCrit

http://psycrit.com/index.php/PsyCrit
Adaptive Behavior & Learning (2003/1983)

http://psychweb.psych.duke.edu/department/jers/abl/TableC.htm
Comment 24

Neumann, Mary (CDC/CCID/NCHHSTP)
I agree with expediting review for research involving materials that were previously collected for RESEARCH purposes, provided that any materials collected for research were not collected for the currently proposed research.  There was an initial IRB review of the protocols under which such materials were originally gathered, and, if the research was determined to be nonexempt, informed consent was obtained from human subjects whose information and/or biologic specimens comprise those materials.  

I disagree with expediting review for research involving materials that were previously collected for NON-RESEARCH purposes. There was an IRB determination of "non-research" instead of an initial IRB review of the protocols under which such materials were originally gathered.  Furthermore, human subjects whose information and/or biologic specimens comprise those non-research materials did not provide informed consent for the materials to be used for any research purposes.  An initial IRB review, rather than an expedited review, is needed to ascertain that the proposed research 1) poses minimal risk to the human subjects whose information and/or biologic specimens comprise the materials to be studied; 2) adequately protects identities of human subjects whose information and/or biologic specimens comprise the materials to be studied, especially if they are members of vulnerable populations; and 3) does not contradict implicit or explict agreements made with the human subjects when the materials were originally collected, such as statements that the information in their medical records will only be shared with their insurance company for the purposes of verifying services received.  

I also am concerned with the potential for misuse/abuse of expedited review for research involving materials that were previously collected for non-research purposes.  A researcher could characterize a collection of material as solely nonresearch and conceal his/her intention of returning to the information with a research question at a later date or of having graduate students mine the information for their theses.  Since obtaining IRB approval is time consuming, concealing future research intentions to circumvent the IRB process and save time might be tempting.  Having an initial IRB review for research involving materials that were previously collected for non-research purposes would ensure that oversight is not avoided; it either comes earlier or later.  And if anyone's reaction to this concern is thinking that no researcher would ever do such a thing, I would ask that person to recall why IRB reviews were instituted.

Comment 25

John Parascandola [jparascandola@verizon.net]

As President of the American Association for the History of Medicine, I am writing on behalf of the Association to voice our concerns about proposed changes in IRB regulations involving oral history.  Under the present interpretation, most oral histories are exempt from IRB review.  It is my understanding, however, that the proposed new rules would change this situation and subject most or all oral history efforts to IRB review.  This would create an excessive burden on historians and social scientists, as well as on IRBs, and we believe it is an unnecessary burden.  Interviewers doing oral histories do so, of course, with the consent of those being interviewed.  In addition, there are standard procedures and protocols that guide oral history interviewers.  An oral history would not be of any use, for example, if the interviewer does not obtain a signed release from the interviewee giving permission for the interview to be used.  Copyright laws would protect the oral history document from being reproduced or quoted without the permission of the interviewee unless he or she had signed a release.  Oral history interviews are not really “experimental” research and, in our view, should not be subjected to IRB review   I know that various other organizations have expressed similar concerns, and we hope that these concerns will be taken into account in formulating any new legislation or regulations concerning IRBs.  Thank you for your attention.

Comment 26

Dear Colleagues,

I wish to add my voice to that of the American Historical Association’s and others regarding the proposed regulations regarding oral history and human subjects research.  The still critical goal of protecting subjects from harmful research experiments ought not to be expanded to include oral history interviews.  I agree with the 2004 ruling, quoted here from the website of the American Historical Association:

We are pleased to report that after a conference call on January 7, 2004, the Office for Human Research Protection confirmed its concurrence with the existing policy statement. In an e-mail dated January 8, 2004, Michael Carome, the associate director for regulatory affairs at the OHRP, stated to us: 

To summarize from OHRP's perspective, OHRP yesterday reaffirmed its concurrence with your policy statement that oral history interviewing activities, in general, are not designed to contribute to generalizable knowledge and therefore do not involve research as defined by Department of Health and Human Services (HHS) regulations at 45 CFR 46.102(d) and do not need to be reviewed by an institutional review board (IRB). OHRP has tried consistently to confirm this concurrence whenever it received inquiries about this matter from representatives of IRBs or other institutional officials.
(http://www.historians.org/Perspectives/Issues/2004/0403/0403new1.cfm) 

Please keep IRB and oral history separate.  Government oversight should not expand to conversations, recorded or otherwise; this would be an unnecessary and dangerous step.  Sincerely,

Dr. Gregory Wilson
Associate Professor
University of Akron
Department of History
Akron, OH  44325-1902
Comment 27

Dear Colleagues:

 

I write to express my concern about the new draft guidelines for IRBs.  These new guidelines will make worse an already-bad problem for social scientists and humanities scholars.  Please change them to adopt the American Association of University Professor suggestion:  “Research on autonomous adults whose methodology consists entirely of collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review—straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption.”  

 
Thank you, 

 
Edward E. Curtis IV
Millennium Scholar of the Liberal Arts
Associate Professor of Religious Studies and American Studies
Indiana University-Purdue University Indianapolis
 
425 University Blvd., Cavanaugh 335
Indianapolis, IN 46202
Phone: (317) 278-1683
Fax: (317) 278-1325
Homepage: http://liberalarts.iupui.edu/rel/curtisweb/curtishome.htm
 
Comment 28

Sir:

I am an historian. I do, and have my students do oral histories. Under these proposals, I would have enormous and unnecessary issues with my campus IRB.

As things stand, oral history is, they agree, outside their necessary purview. That is as it should be.

I understand the need to protect human subjects of research. However, oral interviews of the kind historians do are not these kinds of researches. I commend the AAUP's recommendation on IRBs to you (cited in Robert Townsend, "Historians Get Rare Opportunity to Comment on Federal Policy on Oral History Projects," Perspectives 45:9 (Dec 2007):18). A simple, to the point statement. Save the complexities for the areas where complexity is necessary.

JCF

--

Joseph C. Fitzharris, Ph.D.

Professor of History

Mail No. 4018

University of St. Thomas

2115 Summit Avenue

St. Paul, MN 55105 USA

651.962.5734  fax: 651.962.6360

http://personal2.stthomas.edu/jcfitzharris/
Comment 29

To Whom It May Concern:

I am a doctoral candidate at the University of Southern California (I will be completing my dissertation this May) and my work focuses on American history. I use oral history fairly extensively in my research, and having to comply with IRB regulations, which I feel have been inappriopriately applied to oral history, has caused serious delays in the timely completion of my dissertation. It is my hope that the new policy on IRBs currently being drafted will recognize that oral history is in no way similar to medical or psychological research on human subjects, and will specifically exempt it from IRB oversight. 

Thank you very much,

Hillary Jenks

Doctoral Candidate

American Studies and Ethnicity

University of Southern California

Comment 30

Dear Sir or Madam:

As an historian who engages in oral history, I am writing to request the specific exclusion from IRB review of oral history projects conducted by  members of the historical profession.  Oral historians deal with autonomous adults and use methods such as conducting interviews  with them. Unlike other  social scientists, in no way do we pose potential harm to the subjects of our interviews.

Thank you.

Sincerely,

 

 

 

 

Margaret Lynch-Brennan, Ph.D.
Associate
NY State Education Department
Office of Planning and Professional Development
Room 464 Education Building Addition
Albany, NY 12234
Phone: (518) 473-7155
mlynchbr@mail.nysed.gov
Comment 31

As a historian, I am concerned with the new IRB proposed regulations.  

I am concerned that this will tie the hands of historians in the federal government who regularly conduct oral history interviews with current and former staff.  How long will approval take?  Will approval have to be sought before each person is interviewed, or could approval be granted to each office for a year, two years, indefinitely?  I have concerns because it is possible that an agency could lose the opportunity to talk with a former staff member due to age and health reasons if approval has to be sought first.  If this is the case, interviews could not be conducted on the spot, if a former staff member is leaving or travels into town on a whim.  I am concerned that this will negatively impact the ability to preserve the history of the various federal agencies.   

Jennifer Ross-Nazzal, Ph.D.

Historian, NASA Johnson Space Center

JIMMS Contract

281-486-3942 (phone)

Comment 32

Dear Madam or Sir;

Please add my name to the list of individuals who support the position of the American Association of University Professors:

"research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of I[institutional] R[eview] B[oard] review--straightforwardly exempt, with no provisos, and no requiremenmt of IRB approval of the exemption."

The notion that a team of hacks who know nothing about the communities I study, let alone their histories, are somehow qualified to tell me what I may and may not discuss with people is insane.  Given the nature of the IRB comments I have received, it is also clear that such hacks often have political and cultural agendas that are not consistent with sound historical scholarship.

The IRB system is totally unsuited to history.

Dr. Jay L. Spaulding

Professor of History

Kean University

Morris Avenue

Union, NJ 07803

908.737.4258

jspauldi@kean.edu

Comment 33

Sirs: I do hope you will be able to eliminate the unnecessary harassment by IRBs of historians doing oral history. People consent to be interviewed and they are told how their memories will be used. They do not talk to us if they do not want to remember. And though memory can be painful, it can also be therapeutic, as experience has shown. I do not understand why this medical model was ever extended to history. 
Proposed changes seem to be ambiguous and arbitrary. Section 5(c) in particular appears to open up even more study projects to IRB review. People don't talk to us who do not want to! Please exempt historians, as you exempt journalists. Best wishes, Dan Snell, Professor of History, University of Oklahoma


Daniel C. Snell, Ph.D.

L. J. Semrod Presidential Professor of History

The University of Oklahoma, 455 West Lindsey

Norman, Oklahoma 73019-0535 USA

405-325-6002 

http://faculty-staff.ou.edu/S/Daniel.C.Snell-1
 

Comment 34

We have attached a letter of comment in response to OHRP’s request for comment on Protection of Human Subjects: Categories of Research That May Be Reviewed by the Institutional Review Board Through an Expedited Review Procedure (72FR60848).  The signed copy of the letter will be forwarded by USPS.
 
Thank you for the opportunity to comment.   
 
Carol Blum
Director
Research Compliance & Administration
Council on Government Relations
1200 New York Ave., NW
Suite 750
Washington DC 20005
202-289-6655, ext. 17
FAX: 202-289-6698
cblum@cogr.edu
COGR
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· Category 2 should be revised in one of two ways:  Either a  clarification that reflects OHRP’s current interpretation that the frequency of blood sample collection refers to the absolute number of sticks or pricks rather than the number of study visits occurring in a week for blood collection.  The alternative would be the more intuitive interpretation that relates to study visits. For example, OHRP’s current interpretation concludes that a study design calling for 8 finger pricks (one per non-thumb finger) in one day would not meet the eligibility criteria under Category 2, assuming it carries minimal risk, even if the amount of blood drawn is tiny.  On the other hand, under the current interpretation, a stationary IV catheter could take multiple blood samples during a day and still count as one stick.  
· Category 8(b) would benefit from inserting “to date” as follows: “where no subjects have been enrolled and no additional risks have been identified to date.”  As currently worded, this text can be interpreted as referring to the most recent approval period instead of the period of open enrollment as a whole.

We commend OHRP for this thoughtful and appropriate re-consideration of the categories for expedited review and recommend a similar re-consideration and, as appropriate, additions to the categories of research that are exempt from review.  We appreciate the opportunity to comment on these proposed revisions.

Sincerely,
Anthony P. DeCrappeo

President

Comment 35

To Whom It May Concern:

When we started our Oral History Research Center in 2004, we did not adhere to the IRB human subjects rules. Our IRB office became more and more concerned and wanted us to comply with institutional policies followed by every one else even though my contact was on a different level. I stopped protesting after I conducted by first Katrina interviews. I wasn't sure what would happen when I left those homes and because I was so uneasy, I began to comply to IRB regulations willingly. Now the process requires about 15 minutes of my time as I design each new project. Our IRB office here is staffed by professionals who walked me through the process once. Now I complete the online forms without a hitch and my projects are approved in less than 48 hours.

Claytee D. White



Claytee D. White, Director
Oral History Research Center at UNLV
University Libraries
4505 Maryland Parkway
Las Vegas, NV 89154-7010
TEL (702) 895-2222
FAX (702) 895-2253

Comment 36

Dear OHRP members: 

I am writing to object to the plan to include oral history work in the type of research requiring IRB oversight. I have sometimes sought IRB approval for oral histories that I have conducted (in order to protect myself from charges by my university that I was operating outside regulations, before the OHRP clarification with the Oral History Association), and my experience is that IRBs--which were designed (and still are, by in large) to handle scientific work--do not have an understanding of how to protect subjects of oral histories. 

They do not, for example, understand why subjects are often encouraged to keep their names attached to their personal life histories rather than being made anonymous in the historical record; they do not understand why we do not destroy data; they do not understand (or have the first clue how to handle) the fact that we often do highly interactive interviews with many open-ended questions that we cannot run by a committee in advance of the interviews; they want us to say what kind of generalizable knowledge we are seeking, when typically we are not.

It is true that IRBs might be adapted to deal with these things, but I sincerely doubt this will happen at most institutions since most institutions do not have the number of oral historians to staff IRBs appropriately. (They are therefore likely to continue in the model of scientific inquiry, which doesn't translate well.) Certainly subjects of oral histories deserve ethical treatment. This is not the best way to achieve that. My own approach is to have a clear, written agreement with subjects of oral histories, complete with a description of their and my rights and responsibilities.

Thank you for considering this comment.

Alice Dreger, Ph.D.

Associate Professor of Clinical Medical Humanities and Bioethics

Feinberg School of Medicine

Northwestern University

personal website: www.alicedreger.com
program website: www.bioethics.northwestern.edu
a-dreger@northwestern.edu
Comment 37

Dear Office for Human Research Protections:

In response to this request:

"The Office for Human Research Protections (OHRP) is requesting written comments on a proposed amendment to item 5 of the categories of research that may be reviewed by the institutional review board

(IRB) through an expedited review procedure, last published in the Federal Register on November 9, 1998 (63 FR 60364)."

I would like to support the solution recommended by the American Association of University Professors, that “research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review— straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption.”

Although I'm not affiliated with a US institution, I specialize in United States history, conduct oral histories in the United States, and am a member of the American Historical Association.

Sincerely,

Elena Razlogova

Assistant Professor

Department of History

Concordia University

1455 de Maisonneuve Blvd. W.

Montreal, Quebec, Canada  H3G 1M8

Phone: 514-848-2424 ext. 5074

Fax: 514-848-4538

Email: erazlogo@alcor.concordia.ca

Comment 38

I wish to go on record to say, quite simply, that IRBs should not be applicable to oral history, where the risks of any negative effects on interviewees are, at the most, minimal. I do not consider these people "subjects," but participants in a collaboration. 

Thank you.

Lise Steinhauer

History Speaks

561-625-6555 office

561-676-3265 cell

lises@comcast.net
Comment 39

Classification:  UNCLASSIFIED

Caveats: NONE

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852


I am writing to express my concerns about the inappropriate and often arbitrary way federal policy has lead to the intrusion of institutional review boards (IRBs) into oral history research.  


I specifically want to comment on two items that have been most troubling to oral historians-category 5 (which seems to open the door to oversight of archival research) and category 7 (which specifies oral history).  The proposed coverage is arbitrarily broad.  You should specifically and positive exclude interviews done for historical purposes from this proposal.  I respect the need for protecting human susbjects who are the focus of research BUT oral history interviews are a completely separate enterprise.  Please don't let the word interview supplant your commons sense in this regard.


I support the solution recommended by the American Association of University Professors, that "research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review-straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption."


I have been responsible for the U.S. Army War College oral history programs since 1995.  What I see in these proposals does not pass the common sense test.  Please specifically exclude interviews conducted to record historical experiences from IRB review.

Thomas L. Hendrix

U.S. Army Military History Institute

950 Soldiers Drive

Carlisle PA 17013-5021

717-245-4427

DSN 242-4427

thomas.hendrix1@us.army.mil

Classification:  UNCLASSIFIED

Caveats: NONE

Comment 40

Dear friends at HHS, please accept this brief message as a formal comment from the Society of American Archivists to the call for comments on the Expedited IRB Review Process, particularly the research material in Category 7, and specifically oral histories.  While we appreciate the direction taken by this effort, to expedite IRB review of oral history projects, we wish to go on record as believing that oral history projects should be exempted entirely from IRB review.  We will be submitted a more detailed statement early next year, explaining our stance, but in short we accept the rationale put forward by the Oral History Association and the American Historical Association that oral histories should be one of the categories of exempt research.  Thank you for your consideration.  Sincerely, 

Mark A. Greene 
Director, American Heritage Center        President 
University of Wyoming                  Society of American Archivists
1000 E. University Ave
Dept. 3924 
Laramie, WY  82071-3924 
307/766-2474 

Comment 41

EXPEDITED REVIEW

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

RE: Oral history and IRBs

I am a professor of history who has helped colleagues prepare materials for our university's Institutional Review Board, although I have never submitted such papers on my own research or on that of students that I supervise. These projects of my colleagues and their students all involved perfectly straightforward oral history methods, employing release forms recommended by the Oral History Association. Following advice of OHA and the American Historical Association, and using their documentation, I tried (in vain) to get our university's IRB to declare that such projects were exempt from consideration by our IRB. It was the opinion of the untrained staff member that coordinated the faculty group that "personal issues are involved in oral histories," and that the university "might be sued," and so full treatment by IRB was required, even though I pointed out that the categories of "research using human subjects" had nothing to do with the oral history methods pursued by my colleagues and their students.

Now that your office is at the point of clarifying the status of oral history projects with IRBs, I hope that you will clarify it in the only way possible. Please follow the recommendation by the American Association of University Professors (of which I am an active member), that “research on autonomous adults whose methodology consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review—straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption.” For more, please see

http://www.aaup.org/AAUP/pubsres/academe/2004/JF/NB/OralHist.htm 

By making such a clear break with the muddled past, your office will avoid future legal challenges that AAUP and ACLU will surely pursue, if IRB screws are further tightened on research involving oral history. Academic freedom and freedom of speech (for the sources and for the historians) are at stake.

Thank you for your kind attention and for future wise action in this important matter,

Dr. David K. Robinson

Professor of History

Truman State University

100 E. Normal St.

Kirksville MO 63501

drobinso@truman.edu
Comment 42

EXPEDITED REVIEW 
Office for Human Research Protections 
The Tower Building 
1101 Wootton Parkway, Suite 200 
Rockville, MD 20852 
Fax: (301) 402-2071 

RE: Comments on OHRP Draft Guidance on Categories of Research That May Be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure

To Whom It May Concern: 

The Partners HealthCare System, Inc. (Partners) Human Research Committee (The IRB for Massachusetts General Hospital and Brigham and Women’s Hospital) and Partners Human Research Affairs submit the following comments in response to the October 26, 2007 notice of new draft Guidance on Categories of Research That May Be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure.  We appreciate the time and effort of OHRP in updating and revising the existing guidance on this topic. 

We would first like to voice our general support for the following changes and clarifications presented in the new guidance. These include:

Revision to category 5 to clarify that it includes “research involving existing information or specimens that were previously collected for non-research purposes, as well as research 

involving existing information or specimens that were previously collected for research purposes--provided they were not collected for the currently proposed research”. We agree that this has been a source of confusion for IRBs and believe this revision will alleviate this confusion.

With respect to expedited review Category #1b, we would request clarification as to whether a device determined to be of nonsignificant risk (NSR) by an IRB, and therefore studied under the abbreviated IDE requirements, may be considered by expedited review procedures in this category. 

We would like to ask OHRP to consider adding clarification in how to review and categorize Coordinating Centers/Data Management Centers, Statistical Centers, and central abs which provide analysis of data/samples (where the lab receives identifiable data) when they are the sole activity being reviewed by the IRB. It is difficult to know in which expedited category these activities should be placed.

Sincerely, 

Elizabeth L. Hohmann, M.D.                              P. Pearl O’Rourke, MD 
Chair and Director                                      Director 
Partners Human Research Committee               Partners Human Research Affairs 

                                                        

Deborah Barnard, MS, CIP 
Director for Partners Human Research Quality Assurance, Education, and Compliance 
116 Huntington Ave., Suite 1002 
Boston, MA 02115 
617-424-4171 
617-424-4199 (fax) 

Comment 43

I am pleased to forward the attached comments regarding proposed changes to the human subjects research expedited review categories on behalf of eleven professional research associations.
Regards, 

Felice Levine 
Executive Director 
American Educational Research Association 

December 21, 2007

Expedited Review

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

RE: Comments on Proposed Revisions to the Expedited Review Categories of Research

To the Office of Human Research Protections: 

Thank you for the opportunity to comment on the proposed changes to the expedited review categories of the federal human research protection regulations (45CFR46).  Representatives of a large number of professional societies in the social and behavioral sciences discussed the proposed changes as described in the Federal Notice dated October 26, 2007. We believe that the proposed changes overall are quite useful. Nevertheless, we wish to make some recommendations about the implementation of these changes and also offer some modest modifications that we believe will strengthen and clarify your intent as well as avert any misinterpretation.  

Before setting forth our specific recommendations, we wish to situate our comments in the context of larger issues raised by the proposed changes. Despite considerable discussion over the last five or more years,
 we remain concerned about the absence of sufficient understanding on the part of Institutional Review Boards (IRBs) about the breadth of minimal risk research in the social and behavioral sciences (SBS), the need for 45CFR46 to be more judiciously applied, and the range of SBS research that should be exempt from review or is appropriate for expedited review even under the current categories. The absence of any visible net improvements in advancing the sound review of social and behavioral sciences research has impeded some important research, limited training opportunities, and unfortunately produced disaffection on the part of too many researchers, while also distracting IRBs from matters needing their time and attention. 
Given this long-term situation, it would be extremely helpful if OHRP, in issuing these changes to the expedited review categories, could take the opportunity to emphasize the importance of implementing these changes consonant with the intent of the exempt and expedited sections of 45CFR46. Also, in any transmittal sent to institutions, it would be useful to include language specifically directed to the consideration of social and behavioral science protocols, perhaps encouraging attention to other relevant recommendations from NHRPAC, the Secretary's Advisory Committee on Human Research Protections (SACHRP), as well as to the NRC and Working Group reports (cited in footnote 1 above). In addition, we strongly urge OHRP to consider collecting information on IRB’s (such as through a routine reporting or audit procedure) in order to provide a better sense of their performance and allow for the sharing of best practices. To date, little is known about IRB operations, and yet the primary oversight responsibility lies with these local boards.    

Specific recommendations regarding the language of Categories 5 and 7 are shown below.   

Category 5

As indicated in the Federal Notice,  OHRP proposes to change the wording of Category 5 “to clarify that the category includes research involving materials that were previously collected for either nonresearch or research [emphasis added] purposes, provided that any materials collected for research were not collected for the currently proposed research.” We agree with the proposed language for the category, but also recommend changes to the “Note” to emphasize that expedited review is only applicable when the research is not exempt.  

Our recommendation for Category 5 is as follows:

(5) Research involving materials (data, documents, records, or specimens) that

    (a)  have previously been collected for nonresearch purposes;

    (b)  have previously been collected for research purposes, provided

           the materials were not collected for the currently proposed 


research; or 

    (c)  will be collected solely for nonresearch purposes.

Note: This listing refers only to research that is not exempt. Some research under section (a) or (b) of this category is exempt from the HHS regulations for the protection of human subjects. As stated in 45 CFR 46.101(b)(4), research activities are exempt from the federal policy if the only involvement of human subjects pertains to “research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.”
[Highlighted area indicates an addition or change to OHRP’s recommendation.]

Category 7

According to background materials, the Secretary’s Advisory Committee on Human Research Protections recommended changes to Expedited Review Category 7.  The recommendation was made in a letter to the Department of Health and Human Services Secretary dated March 14, 2007, but no further details on the proposed change were provided. The social and behavioral science societies listed below agree in general with the proposed changes to the category, but recommend adding the language “experimental or non-experimental” to clarify that research using the experimental method may also qualify for expedited review if the procedures are otherwise deemed to be of minimal risk.  As with Category 5, we also recommend language changes to the accompanying “Note” to signal that the exemption which may apply is not limited to the (b)(2) and (b)(3) categories. Specifically, we recommend the following language for Category 7:

Research (a) on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, affective states, interpersonal relationships, identity, language, communication, cultural beliefs or practices, and social behavior); or (b) employing experimental or non-experimental methods commonly used in social, behavioral, epidemiologic, health services and educational research (including, but not limited to, survey, interview, oral history, participant observation, ethnographic, focus group, program evaluation, human factors evaluation, or quality assurance methods). 

Note: This listing refers only to research that is not exempt.  Some research in this category is exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b). 
[Highlighted area indicates an addition or change to OHRP’s recommendation.]
In addition to these specific recommendations directed to the proposed change, we also want to underscore the importance of an expedited review process—that is, a timely and efficient process for protocols that are minimal risk and do not require a full review. We note the recommendation by SACHRP directed to OHRP and the FDA to modify the regulations and replace the term “expedited review” with the term “delegated review.”  While we understand that the term delegated review may more accurately describe the process, if such a change is made, we encourage explicit mention that review is “delegated” in order to expedite the process.      

We appreciate the opportunity to comment on the categories and commend OHRP for moving forward with changes that, with appropriate guidance, may help to improve the operation of the human research protection system. We also urge OHRP to use its good offices to situate these changes in the larger context that necessitates these clarifications.   

Sincerely,

American Educational Research Association

American Political Science Association

American Psychological Association

American Sociological Association

Association for Psychological Science
Association for Public Policy Analysis and Management

Association of Population Centers
Consortium of Social Science Associations

Law and Society Association
Population Association of America
Society for Research in Child Development

Comment 44

21 December 2007

To Whom It May Concern, 

I wish to comment on the proposed revisions to the policy on expedited IRB review. 

While the revised language is reasonable and appears to protect all legitimate forms of behavioral research, the context in which it will be applied raises a significant risk of unnecessarily complicating or even inhibiting harmless and valuable historical research. I know this from personal experience as a historian of recent science and medicine at a major research university.


My primary appointment is in a medical school, but I have a joint appointment in a department in the college of Arts and Sciences. I therefore have access to two Institutional Review Boards and the luxury of choosing which one to which I submit my research protocols. Those protocols involve oral history interviews with scientists, physicians, and other personnel associated with biomedical research. I have submitted several research protocols to my IRB and have always had them exempted from review.


One of my projects involves the creation of an oral history archive. My colleagues and I are collecting life-history interviews with scientists and physicians and placing them online in a searchable format for us and other scholars to use. My understanding is that this would be considered a “non-research” purpose and would therefore potentially be subject to category 5. The revisions to category 7 specifically name oral history as a category of research potentially subject to review. The danger posed by the proposed revisions, to this and similar projects, lies in the squeezing of oral history research into a Procrustean bed designed for biomedical research using wholly different methods—and in asking IRBs accustomed to biomedical research models to evaluate historical research.


Let me illustrate with an example. I also teach a graduate seminar in oral history theory and method. For a session on IRBs and the legal aspects of consent, I bring in representatives from both the medical school and the arts school IRBs for dialogue and discussion. They are both highly intelligent, open-minded people with the best interests of researchers at heart. The resulting class session is always eye-opening and often quite disturbing for the students. First, the heads of the two IRBs hardly know each other. They seem to see one another rarely outside my class. Thus, there is little communication or sharing of information between them. Second, although both individuals are dedicated and serious about their responsibilities on the IRB, they have not been able to follow the tribulations of oral history as its role in the IRB process is debated. I educate them on the progress of the matter since our last meeting (indeed, this is one reason for holding the session!). As they must do, they tend to interpret the rules conservatively, in order to protect the institution from possible lawsuits. One aspect of the class session that troubles my students is how little the medical school IRB knows about oral history. It tends to treat oral testimony as if it were a bodily fluid, which needs to be collected as painlessly as possible, anonymized, and destroyed after use. About halfway through the class session, my students all wilt as oral history begins to appear impossible to do in a university. One “creative” solution is to cast our work as not being “research”! This would solve the problem by making it extremely difficult for oral historians to win research grants in the first place.

To her credit, the head of our medical school IRB recognizes the discordance and has encouraged me to send my protocols to the arts school IRB, where they see more oral history protocols. But the graduate students in my department may not have that luxury. It required much discussion and hand-wringing last summer to conclude that one of our history of medicine students, who is also working in the public health school, could submit her protocol to the arts school IRB; she succeeded because I agreed to be the PI on this aspect of her research. This tricky situation was resolved only through some creative and sane navigation of a morass of regulations that were not clearly understood. The student was able to do most of her research—although she was not permitted to conduct some of the interviews she wanted, with rural Africans on their experiences of child health practices. But she did so only because of some special circumstances and enlightened interpretations of obscure regulations. It is certain that other students at my institution and elsewhere will not be so fortunate. 


My concern is that by listing oral history as qualifying for expedited review, IRBs unfamiliar with oral history methodology will assume it is not exempt. This will create needless headaches for researchers and may obstruct that is at worst harmless to the participants and in many cases beneficial. Subjecting research that involves conversation to the same strictures as that which involves drawing blood or administering experimental drugs effectively prohibits oral history research. And as long as IRB members are active, overworked faculty volunteering their time, they will be unable to track the nuances of a style of research they see very rarely. They quite reasonably play it safe and demand the same protections for our research participants as they do for those in clinical trials. 


    Oral history research has its own set of protections in place, which do not map well onto this biomedical model. The protections of biomedical research—anonymity, rigidly structured and consistent questionnaires, prohibitions on subsequent use, and so forth—castrate oral history. Oral history is a method designed to illuminate the particular (hence the discussion about not being research designed to produce “generalizable” knowledge). Instead, we guarantee our interviewees the right to review their interview transcripts, to annotate them, and to redact portions for an agreed-upon period of time (including “forever,” should they wish). These protections are not stipulated by IRB regulations and make no sense in a biomedical research model. 


There are, then, two avenues open. One is to create a special category for oral history research that specifies the conditions under which the research will be exempt from review. This would require major review and consultation with oral historians to craft a set of guidelines appropriate to our work, but it would provide overworked university IRB members with a clear set of guidelines for evaluating oral history research protocols. The other is to simply exempt all oral history from IRB review. This is the position of the American Historical Association, and I support it. This option has the advantage of being inexpensive, and it raises no risk for the research participants. 

I urge you to drop the phrase “oral history” from category 7 and to specifically exempt oral history from IRB review.


Sincerely,








Nathaniel Comfort





Associate Professor





Department of the History of Medicine





The Johns Hopkins University

*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-*-

Nathaniel C. Comfort

Associate Professor

History of Medicine

Johns Hopkins University

1900 E. Monument St.

Baltimore, MD 21205

mailto:comfort@jhmi.edu
Comment 45

Below and attached please find comments of the University of California Office of the President on ORHP’s Proposed Amendments to Categories of Research That May Be Reviewed by the Institutional Review Board Through an Expedited Review Procedure.  

Thank you,

~Rebecca Landes 

~~~~~~~~~~~~~~~~~~~~~~~~~~~

Rebecca Landes |  Coordinator

Policy Development | Office of Research

University of California Office of the President

1111 Franklin St., Oakland CA  94607

510-987-9556  rebecca.landes@ucop.edu

~~~~~~~~~~~~~~~~~~~~~~~~~~~

**************************************************************************************************
December 20, 2007

Acting Director Ivor Pritchard 

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200 

Rockville, MD 20852

[Comments submitted via email to: expeditedreviewohrp@hhs.gov]

Comments on OHRP Proposed Amendments to Expedited Review Categories
Dear Director Pritchard:

On behalf of the University of California, I am submitting comments on the Office for Human Research Protections (OHRP) Notice of Proposed Amendments to Categories of Research That May be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure, published in the Federal Register on October 26, 2007 [72 Federal Register 207, pp. 60848-60851].  

OHRP proposes to modify two expedited review categories for research involving no more than minimal risk.  Expedited review category 5 currently pertains to research involving materials that were originally collected solely for nonresearch purposes.  The proposed amendment will expand category 5 to include research on materials previously collected for both research and nonresearch purposes.  Expedited review category 7 concerns research on individual or group characteristics or behavior, or research employing nonbiomedical methodologies, e.g., surveys, interviews, oral history.  The proposed changes to Category 7 add examples of characteristics or behavior that may be studied, and a list of disciplines that commonly use nonbiomedical methodologies.  

The University of California is in favor of the proposed amendments to the expedited review categories.  Changing category 5 to include research data makes sense, particularly in light of the history of the drafting of the expedited review list.  As explained in the Notice, both OHRP and the FDA originally intended to include in the expedited review categories research involving existing information previously collected for both research and nonresearch purposes.  The amendment effects this original intent and will be particularly useful for students who want to conduct research employing data collected by faculty in prior research.  

As to category 7, the agency has added “affective states [and] interpersonal relationships” to the examples of characteristics or behavior that may be studied in research that may undergo expedited review.  Although these terms are not well-defined, the amendment may be helpful to IRB staff and members when making a determination as to what level of review to apply to research on individual or group characteristics.  

In addition to amending category 7’s section on characteristics and behavior, OHRP expands the research methodologies section.  Presently category 7 lists types of methodologies that, if employed in minimal risk research, may make the research eligible for expedited review.  The agency adds two methodologies to the list -- participant observation and ethnographic methods -- and lists specific disciplines that commonly use methodologies that may make the research eligible for expedited review - social, behavioral, epidemiologic, health services and educational research.  These are welcome amendments that will lead to greater efficiencies for IRB staff and members, and improved timely service for researchers.  The amendments are particularly helpful to nonbiomedical investigators, who are increasingly concerned about how human subject protection regulations are applied to nonbiomedical research.  Improved timeliness offered by expedited review may allay some of the concerns of this group.  We welcome modifications that recognize and accommodate differences in nonbiomedical research while still ensuring full protection for human subjects. 


Thank you for the opportunity to provide comments on OHRP’s Proposed Amendments to Expedited Review Categories.  We appreciate OHRP’s efforts to be responsive to changes in the landscape of human subject protection and to craft guidance that accommodates those changes.  

Sincerely,

[image: image1.png]



Lawrence B. Coleman

Vice Provost for Research 

cc:

Provost and Executive Vice President Hume        

Academic Senate Chair Michael Brown

University Committee on Research Policy Chair Jose Wudka

Executive Director Auriti 

Director Schlesinger 

Coordinator Landes

Directors, campus Human Research Protection Programs

Comment 46

Dear Mr. Drew,

Please find attached comments from the Office of Biorepositories and Biospecimen Research (OBBR) in the National Cancer Institute on the categories of research that are eligible for an expedited review procedure.  The OBBR supports the efforts of OHRP to clarify the types of research that may receive expedited review and hopes that our comments will prove helpful.

Please feel free to contact me with any questions you might have about our comments.

Thank you!

Sincerely,

Nicole

Nicole C. Lockhart, Ph.D.

Biospecimen Technology Program Specialist
Office of Biorepositories and Biospecimen Research
National Cancer Institute
National Institutes of Health
Tel: 301.496.0556
Fax: 301.480.4814
E-mail: nicole.lockhart@nih.gov
Mr. Glen Drew

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852
Dear Mr. Drew,

Thank you for this opportunity to comment on the categories of research that may be reviewed by the institutional review board (IRB) through an expedited review procedure. The Office of Biorepositories and Biospecimen Research (OBBR) in the National Cancer Institute supports the efforts of the Office of Human Research Protections (OHRP) to clarify what research may be reviewed through expedited procedures and believes that the proposed revisions will greatly improve the current guidance on this topic.

The revisions to expedited review category five will provide much needed clarity as to what types of research this category was intended to include. The OBBR concurs with the assessments of the National Bioethics Advisory Committee, the Health and Human Services Working Group and the OHRP that both materials collected for non-research purposes and materials originally collected for research purposes should be eligible for expedited review as long as the research is considered minimal risk. The proposed revisions to category five will clearly establish materials originally collected for research purposes as eligible for expedited review if the research is minimal risk. This revision will facilitate the use of previously collected research specimens, many of which of have great scientific value due to extensive annotation with longitudinal and outcome data. The proposed revision to category five will encourage the greatest scientific use of data and specimens while still protecting human subjects. The only addition to the revised language that may be needed is an example of “non-research purposes,” such as that included in the current language for category five.

The remaining expedited review categories appear clear and appropriate. The OBBR supports continued inclusion of categories two and three as these categories describe common methods of acquiring human specimens in a low risk manner. 

The OBBR appreciates the consideration of these comments.  Please feel free to contact us with any questions you might have about our comments.  We would be happy to collaborate with the OHRP on further development of this important document.
Sincerely,

Carolyn C. Compton, M.D., Ph.D.

Director, Office of Biorepositories and Biospecimen Research

National Cancer Institute

31 Center Drive/10A03

Bethesda, MD 20892

comptcar@mail.nih.gov
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To the Office of Human Research Protections:

Thank you for the opportunity to comment on possible amendments to the list of categories of research activities involving human subjects which may be reviewed by the IRB through an expedited review procedure. I append my comments, and I will also send them by mail.

I note that the Federal Register states that "Comments received within the comment period . . . will be made available to the public upon request." I would like copies of all comments concerning survey, interview, and observational research, as well as all that concern research in existing records. Please let me know how to request these comments.

Sincerely,

Zachary Schrag

Assistant Professor of History

George Mason University

--------

Zachary M. Schrag

Assistant Professor of History

George Mason University

21 December 2007

Comments on Proposed to Categories of Research That May Be Reviewed by the Institutional Review Board Through an Expedited Review Procedure

To the Office of Human Research Protections:

The Federal Register of 26 October 2007 states that "OHRP is requesting comments on the entire expedited review list that was last published in the Federal Register on November 9, 1998 (63 FR 60364) to determine if other changes are needed." I would like to recommend that "oral history" be removed from this list, and that OHRP make an unambiguous statement that oral history does not constitute human subjects research as defined in 45 CFR 46.

I believe that other historians and the American Historical Association will submit comments describing the harm done to historical scholarship by well-meaning but inexpert IRBs. Since I have spent much of 2007 researching the history of IRB review of the social sciences, I think I can be most helpful by explaining the historical significance of the inclusion of oral history in the 1998 guidance. Put simply, the 1998 guidance unintentionally overturned half a century of oral history practice and a quarter century or more of federal policy toward oral history.

While I hope to learn more about the origins of the 1998 guidance, I have found nothing to suggest that its authors anticipated the results it has had. I hope that as it reconsiders this guidance, OHRP will do so with more information and deliberation. To this end, I offer the following brief account of the current regulations, and I would be happy to elaborate on any of these points if asked.

1. CONGRESS DID NOT INTEND TO REQUIRE IRB REVIEW OF ORAL HISTORY

Today's regulations for human subjects research draw their authority from two sets of congressional hearings. The first, the 1965 Special Inquiry on Invasion of Privacy, conducted by the House Committee on Government Operations, concerned itself with "a number of invasion-of-privacy matters" including "psychological testing of Federal employees and job applicants, electronic eavesdropping, mail covers, trash snooping, peepholes in Government buildings, the farm census questionnaire, and whether confidentiality is properly guarded in income-tax returns and Federal investigative and employment files." [1] The second, the Senate Subcommittee on Health's 1973 hearings on human experimentation, focused almost exclusively on medical research. [2]  The only non-medical research the Senate investigated were behavioral experiments, such as B. F. Skinner's "research in to the modification of behavior by the use of positive and negative rewards and conditioning." [3] It was out of concern about this sort of behavior modification that that Congress included "behavioral research" in the National Research Act (93-348). [4]

At no point in either set of hearings, in subsequent reports, or in legislation did Congress concern itself with anything resembling oral history. Congress has never required IRB review of oral history research by its own staff or by the Library of Congress.

2. THE NATIONAL COMMISSION DID NOT INTEND TO REQUIRE IRB REVIEW OF ORAL HISTORY

As OHRP's website notes, the current regulations were intended to effect the recommendations of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. 

But the National Commission never intended to require IRB review of oral history research. Oral history is not mentioned in any of its publications. In the course of my research I have spoken with the two leading authors of the commission's IRB report (Bradford Gray and Barbara Mishkin) and two of the leading authors of the Belmont Report (Tom Beauchamp and Albert Jonsen). All assured me that they had no intention of imposing IRB oversight on oral history.

3. THE AUTHORS OF 45 CFR 46 DID NOT INTEND TO REQUIRE IRB REVIEW OF ORAL HISTORY

In 1978 and 1979, officials at the Department of Health, Education, and Welfare (later the Department of Health and Human Services) worked to translate the commission's recommendations into a revised version of 45 CFR 46. Within the department, there was considerable debate between the Office of General Counsel, which did not believe that federal law provided for IRB oversight of any social science research, and officials of the health agencies, which sought broader coverage. But even the health agencies agreed to exempt "product and marketing research, historical research, journalistic research, studies on organizations, public opinion polls and management evaluations where the potential for invasion of privacy is absent or minimal." [5] In a careful review of NIH records of the period, I have found no document by any of the authors of the 1974 or 1981 regulations even hinting that oral history should be subject to review. Nor have I found any mention of oral history in the debates leading up to the 1991 revisions that produced the current regulations.

4. THE 1998 GUIDANCE WAS AN EFFORT TO RESTRAIN OVERZEALOUS IRBs

While all of this was going on, oral history had proceeded in federally supported institutions since at least 1948 and the founding of Columbia University's Oral History Research Office. Thus, over the course of thirty years, from the Public Health Service's first policies on extramural research in 1965, through the passage of the National Research Act in 1974, and through three versions of 45 CFR 46, oral historians had continued their work undisturbed by IRBs or OPRR, and without provoking any ethical scandals worthy of federal attention.

In the 1990s, however, some university IRBs began insisting on their jurisdiction over oral history. In 1995, for example, the University of Delaware threatened to reject a doctoral dissertation because its author had not sought IRB approval for oral history interviews. [6] Historians at the university had long conducted such interviews without IRB supervision.

In response to the interference by university IRBs, historians sought common ground with regulators and IRBs, based on their shared concern with ethical research. [7] As part of this effort, in 1998 the Oral History Association (with the endorsement of the American Studies Association and the American Historical Association) asked OPRR to make oral history projects eligible for expedited review procedures. 

[8] In the 1998 guidance now being reconsidered, OPRR agreed to this request, noting that "research on oral history has been included in response to approximately six comments," presumably including the Oral History Association comment. [9]

5. THE 1998 GUIDANCE HAD THE PERVERSE EFFECT OF RATIFYING THE BEHAVIOR IT SOUGHT TO RESTRAIN Yet instead of improving relations between IRBs and historians, the inclusion of oral history in the 1998 guidance has disrupted oral history research throughout the United States, since IRBs have taken the list as evidence that OPRR wants oral history to be reviewed. For example, the CITI Program, a widely used training system for IRBs and researchers, claims erroneously that "the regulations specifically refer to interviews, oral history, focus groups, and other qualitative methods." [10] And Northwestern University's IRB claims that "Federal guidance defines social and behavioral science methodologies as those that include 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," using the language of the 1998 guidance. [11] My impression is that many IRBs have taken a similar position, interpreting the 1998 guidance as a list of activities that should be reviewed.

In response to such misinterpretation of the guidance, the Oral History Association and the American Historical Association have asked OHRP to return to the regulatory situation of the 1970s and 1980s, in which no one considered oral history to be subject to federal regulation. In 2003, in response to such requests, OHRP stated that "oral history interviewing activities, in general, are not designed to contribute to generalizable knowledge and, therefore, do not involve research as defined by Department of Health and Human Services (HHS) regulations at 45 CFR 46.102(d) and do not need to be reviewed by an institutional review board (IRB)." [12]

As it stands, then, OHRP takes contradictory positions on the applicability of 45 CFR 46 to oral history interviewing. The 1998 guidance suggests that oral history can be subject to mandatory review, while the 2003 letter suggests that "in general" it is not. 

This contradictory guidance has contributed to the unhappiness of historians and IRB members across the country.

CONCLUSION: OHRP SHOULD REPLACE THE 1998 GUIDANCE WITH GUIDANCE CONSISTENT WITH FEDERAL LAW AND REGULATION

The 1998 guidance constituted a radical break with previous policy and a decision of lasting importance. Yet unlike the bulk of human subjects regulations and guidance, the current guidance concerning oral history is not based on the will of Congress or the findings of any federal commission. It was based on the request of historians' 

professional organizations, but since 2003 those same organizations have sought a very different policy.

The inclusion of oral history in the 1998 guidance was a well-intentioned effort, but it has proven harmful to ethical scholarship. With the reconsideration of the guidance, OHRP has a splendid opportunity to return to the original intent of Congress and the National Commission by unambiguously excluding oral history from review.
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21 December 2007

EXPEDITED REVIEW

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway,

Suite 200

Rockville, MD 20852

To the Office of Human Research Protections:

Thank you for the opportunity to comment on possible amendments to the list of

categories of research activities involving human subjects which may be reviewed by the

IRB through an expedited review procedure. I enclose my comments, and I will also send

them electronically.

Sincerely,

Zachary Schrag

Assistant Professor of History
Zachary M. Schrag

Assistant Professor of History

George Mason University

21 December 2007

Comments on Proposed to Categories of Research That'May Be Reviewed by the

Institutional Review Board Through an Expedited Review Procedure

To the Office of Human Research Protections:

The Federal Register of 26 October 2007 states that "OHRP is requesting comments on

the entire expedited review list that was last published in the Federal Register on

November 9, 1998 (63 FR 60364) to determine if other changes are needed." I would like

to recommend that "oral history" be removed from this list, and that OHRP make an

unambiguous statement that oral history does not constitute human subjects research as

defined in 45 CFR 46.

I believe that other historians and the American Historical Association will submit

comments describing the harm done to historical scholarship by well-meaning but

inexpert IRBs. Since I have spent much of 2007 researching the history of IRB review of

the social sciences, I think I can be most helpful by explaining the historical significance

of the inclusion of oral history in the 1998 guidance. Put simply, the 1998 guidance

unintentionally overturned half a century of oral history practice and a quarter century or

more of federal policy toward oral history.

While I hope to learn more about the origins of the 1998 guidance, I have found nothing

to suggest that its authors anticipated the results it has had. I hope that as it reconsiders

this guidance, OHRP will do so with more information and deliberation. To this end, I

offer the following brief account of the current regulations, and I would be happy to

elaborate on any of these points if asked.

1. CONGRESS DID NOT INTEND TO REQUIRE IRB REVIEW OF ORAL HISTORY

Today's regulations for human subjects research draw their authority from two sets of

congressional hearings. The first, the 1965 Special Inquiry on Invasion of Privacy,

conducted by the House Committee on Government Operations, concerned itself with "a

number of invasion-of-privacy matters" including "psychological testing of Federal

employees and job applicants, electronic eavesdropping, mail covers, trash snooping,

peepholes in Government buildings, the farm census questionnaire, and whether

confidentiality is properly guarded in income-tax returns and Federal investigative and

employment files.”1 The second, the Senate Subcommittee on Health's 1973 hearings on

human experimentation, focused almost exclusively on medical research.2 The only non-

_______________

1 U.S. House of Representatives, Committee on Government Operations, Special Inquiry on Invasion of

Privacy (89th Cong., 1st sess., 1965), 5.

2 U.S. Senate, Quality of Health Care-Human Experimentation, 1973: Hearings before the Subcommittee

on Health of the Committee on Labor and Public Welfare, Part 3 (93d Cong., 1st sess., 1973).

_________

medical research the Senate investigated were behavioral experiments, such as B. F.

Skinner's "research in to the modification of behavior by the use of positive and negative

rewards and conditioning”3 It was out of concern about this sort of behavior modification

that that Congress included "behavioral research" in the National Research Act (93-348).4
At no point in either set of hearings, in subsequent reports,%r in legislation did Congress

concern itself with anything resembling oral history. Congress has never required IRB

review of oral history research by its own staff or by the Library of Congress.

2. THE NATIONAL COMMISSION DID NOT INTEND TO REQUIRE IRB REVIEW

OF ORAL HISTORY

As OHRP's website notes, the current regulations were intended to effect the

recommendations of the National Commission for the Protection of Human Subjects of

Biomedical and Behavioral Research. But the National Commission never intended to

require IRB review of oral history research. Oral history is not mentioned in any of its

publications. In the course of my research I have spoken with the two leading authors of

the commission's IRB report (Bradford Gray and Barbara Mishkin) and two of the

leading authors of the Belmont Report (Tom Beauchamp and Albert Jonsen). All assured

me that they had no intention of imposing IRB oversight on oral history.

3. THE AUTHORS OF 45 CFR 46 DID NOT INTEND TO REQUIRE IRB REVIEW

OF ORAL HISTORY

In 1978 and 1979, officials at the Department of Health, Education, and Welfare (later

the Department of Health and Human Services) worked to translate the commission's

recommendations into a revised version of 45 CFR 46. Within the department, there was

considerable debate between the Office of General Counsel, which did not believe that

federal law provided for IRB oversight of any social science research, and officials of the

health agencies, which sought broader coverage. But even the health agencies agreed to

exempt "product and marketing research, historical research, journalistic research, studies

on organizations, public opinion polls and inanagement evaluations where the potential

for invasion of privacy is absent or minimal."5 In a careful review of NIH records of the

period, I have found no document by any of the authors of the 1974 or 1981 regulations

even hinting that oral history should be subject to review. Nor have I found any mention

of oral history in the debates leading up to the 1991 revisions that produced the current

regulations.

4. THE 1998 GUIDANCE WAS AN EFFORT TO RESTRAIN OVERZEALOUS IRBs

________________

3 U.S. Senate, National Research Service AwardAct (S. Report. 93-381,93d Cong., 1st sess., 1973), 15.

4 Sharland Trotter, "Strict Regulations Proposed for Human Experimentation," APA Monitor 5 (February

1974), 8.

5 Gerald L. Klerman, Administrator, to Assistant Secretary for Health and Surgeon General, 30 March

1979, FRC box 78, Res 3-1-B Proposed Policy Protections Human Subjects 1978-79, RG 443, National

Archives.

___________________

While all of this was going on, oral history had proceeded in federally supported

institutions since at least 1948 and the founding of Columbia University's Oral History

Research Office. Thus, over the course of thirty years, from the Public Health Service's

first policies on extramural research in 1965, through the passage of the National

Research Act in 1974, and through three versions of 45.42FR 46, oral historians had

continued their work undisturbed by IRBs or OPRR, and without provoking any ethical

scandals worthy of federal attention.

In the 1990s, however, some university IRBs began insisting on their jurisdiction over

oral history. In 1995, for example, the University of Delaware threatened to reject a

doctoral dissertation because its author had not sought IRB approval for oral history

interviews.6 Historians at the university had long conducted such interviews without IRB

supervision.

In response to the interference by university IRBs, historians sought common ground

with regulators and IRBs, based on their shared concern with ethical research.7 As part of

this effort, in 1998 the Oral History Association (with the endorsement of the American

Studies Association and the American Historical Association) asked OPRR to make oral

history projects eligible for expedited review procedures.8 In the 1998 guidance now

being reconsidered, OPRR agreed to this request, noting that "research on oral history has

been included in response to approximately six comments," presumably including the

Oral History Association comment.9
5. THE 1998 GUIDANCE HAD THE PERVERSE EFFECT OF RATIFYING THE

BEHAVIOR IT SOUGHT TO RESTRAIN

Yet instead of improving relations between IRBs and historians, the inclusion of oral

history in the 1998 guidance has disrupted oral history research throughout the United

States, since IRBs have taken the list as evidence that OPRR wants oral history to be

reviewed. For example, the CITI Program, a widely used training system for IRBs and

researchers, claims erroneously that "the regulations specifically refer to interviews, oral

history, focus groups, and other qualitative methods."10 And Northwestern University's

IRB claims that "Federal guidance defines social and behavioral science methodologies

as those that include 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," using the language of the

_____________

6 Donald A. Ritchie, Doing Oral History: A Practical Guide (New York: Oxford University Press, 2003),

196.

7 Linda Shopes, "Remarks before President's National Bioethics Advisory Commission," 6 April 2000,

http://www.oah.org/pubs/n1/2000may/bioethics.html(20 December 2007).

8 Linda Shopes, President, and Rebecca Sharpless, Executive Secretary, Oral History Association, to Office

for Protection from Research Risks, 2 March 1998, copy in author's possession.

9 Federal Register, November 9, 1998 (Volume 63, Number 216), pp. 60364-60367,

http://www.hhs.gov/ohrp/humansubjects/guidance/63fr60364(.1h 8 December 2007).

10 Lorna Hicks, "Defining Research with Human Subjects," CITI Program, https://www.citiprogram.org

(30 October 2006).

_________________

1998 guidance.11 My impression is that many IRBs have taken a similar position,

interpreting the 1998 guidance as a list of activities that should be reviewed.

In response to such misinterpretation of the guidance, the Oral History Association and

the American Historical Association have asked OHRP to return to the regulatory

situation of the 1970s and 1980s, in which no one considered oral history to be subject to

federal regulation. In 2003, in response to such requests, OHRP stated that "oral history

interviewing activities, in general, are not designed to contribute to generalizable

knowledge and, therefore, do not involve research as defined by Department of Health

and Human Services (HHS) regulations at 45 CFR 46.102(d) and do not need to be

reviewed by an institutional review board (IRB).”12
As it stands, then, OHRP takes contradictory positions on the applicability of 45 CFR 46

to oral history interviewing. The 1998 guidance suggests that oral history can be subject

to mandatory review, while the 2003 letter suggests that "in general" it is not. This

contradictory guidance has contributed to the unhappiness of historians and IRB

members across the country.

CONCLUSION: OHRP SHOULD REPLACE THE 1998 GUIDANCE WITH

GUIDANCE CONSISTENT WITH FEDERAL LAW AND REGULATION

The 1998 guidance constituted a radical break with previous policy and a decision of

lasting importance. Yet unlike the bulk of human subjects regulations and guidance, the

current guidance concerning oral history is not based on the will of Congress or the

findings of any federal commission. It was based on the request of historians'

professional organizations, but since 2003 those same organizations have sought a very

different policy.

The inclusion of oral history in the 1998 guidance was a well-intentioned effort, but it has

proven harmful to ethical scholarship. With the reconsideration of the guidance, OHRP

has a splendid opportunity to return to the original intent of Congress and the National

Commission by unambiguously excluding oral history from review.

______________

11  Northwestern University, "Schools, Departments and Programs Served by Panel E of the Institutional

Review Board," http://www.northwestern.edu/research/OPRS/irbltrainingldocslpaneIEReviews.doc (18

December 2007).

12 Michael Carome to Linda Shopes and Donald Ritchie, 22 September 2003,

http://grants.nih.gov/grants/policy/hs/Oral~History.(20 December 2007).
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December 2 1,2007

Acting Director Ivor Pritchard

Office for Human Research Protections

The Tower Building1 101 Wootton Parkway, Suite 200

Rockville, MD 20852

[Comments submitted via email to: expeditedreviewohrp@hhs.gov]

Comments on OHRP Proposed

Amendments to Expedited Review Categories - Category 6

Dear Director Pritchard:

I am the Director of Research Integrity at the University of California, Riverside I am submitting comments on the Office for Human Research Protections (OHRP) Notice of Proposed Amendments to Categories of Research That May be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure, published in the Federal Register on October 26,2007

OHRP asks for comments on revisions to categories 5 and 7 of the expedited review categories for research involving no more than minimal risk, and for comments on the entire expedited review list I am commenting on expedited review category 6, which allows expedited review of research involving data from voice, video, digital, or image recordings made for research purposes I suggest that the category be expanded to include voice, video, digital, or image recordings made for nonresearch purposes as well as research purposes If this expansion were to occur, it seems reasonable to consider combining categories 5 and 6. The restriction in category 6 on using recordings for research purposes only excludes for research recordings created in nonresearch settings However, examples of nonresearch recordings that could be useful for research include videos of shoppers in mall surveys to be later used in consumer research, artistic film projects, recordings of theatre productions or plays to be later used in emotion research or by those interested in speech pathologies or those interested in studying dialects

Thank you for the opportunity to provide comments on OHRP's Proposed Amendments to Expedited Review Categories.

We appreciate 0HRF"s efforts to be responsive to changes in the landscape of human subject protection and to craft

guidance that accommodates those changes

Sincerely,

William Schmechel

Director, UCR ORI

CC: Vice Chancellor for Research Charles Louis

Comment 49

December 22, 2007

EXPEDITED REVIEW

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville MD 20852

Re: 
Comments on the proposed changes to expedited review category 5

Federal Register Notice - October 26, 2007

Dear Dr. Pritchard:

I write to express my support for the proposed expansion in the types of studies eligible for expedited review under category 5 and to suggest a clarification in the proposed wording that may help to avoid confusion the part of interpreting IRBs.

At the Harvard School of Public Health, we frequently review protocols proposing to perform secondary analyses of data previously collected for research purposes.  The Framingham Heart Study, the Nurses’ Health Study, and the Health Professionals Follow-Up Study are just a few of the large, long-running cohort studies we deal with regularly.  The proposed research very often involves minimal risk to subjects and presents no complicated human subjects issues.  However, the applications frequently are not eligible for expedited review under the existing expedited review categories.  As a result, our full Human Subjects Committee spends a substantial amount of time reviewing studies that, in the judgment of the Committee Co-Chairs and the Human Subjects Administration staff, do not involve weighty judgments and would be quite amenable to expedited review.  

Preparing these applications for full committee review consumes considerable administrative time.  We welcome the addition of the proposed 5(b) language because it would allow us to avoid these cumbersome and, in our view, unnecessary full committee reviews, and focus the Committee’s time on protocols that involve greater risk and more difficult ethical and scientific issues.  

However, as presently worded, category 5(b) may create some interpretive difficulties for IRBs.  The words “for the currently proposed research” are vague, and we would suggest replacing them with “for the purposes described in the current human subjects application.”  Our concern is that some protocols describe very broad study aims.  When an investigator requests that we approve a new analysis of data collected as part of a previously approved protocol, we would like to be able to review these applications on an expedited basis under 5(b) even if the “currently proposed research” falls within the scope of the original, broad aims of the study.   Yet, as currently worded, it seems possible that OHRP could interpret 5(b) to apply only to applications that propose analyses outside the scope of the original protocol.

For example, consider a long-running, observational study, such as the Framingham Heart Study, whose aim is analysis of genetic and environmental risk factors for heart disease.  Suppose that, many years after the original IRB approval, the investigators seek approval to analyze a new environmental risk factor not listed in the original application.  Would OHRP regard the data as having been collected “for the currently proposed research”?  It is not clear.  If it did, then we would not be able to review this application on an expedited basis under category 5(b).  The revised wording that we have suggested would eliminate this uncertainty.

The faculty Co-Chairs of the Harvard School of Public Health, Drs. Ichiro Kawachi and Michelle Mello, join me in these comments and thank you for your consideration.  We would be happy to discuss these issues further at your convenience.

Sincerely,

Fariba Houman, PhD

Interim Director

We would like to thank Elizabeth Grimm (legal intern) for her contribution in preparing this comment.

Fariba Houman, PhD, CIP

Interim Director

Human Subject Administration

1552 Tremont Street

Boston, MA  02120

fhouman@hsph.harvard.edu

617-384-5482 (Phone)

617-384-5484 (Fax)

http://www.hsph.harvard.edu/hsc/  
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To Ivor A. Pritchard, Acting Director, Office of Human Research Protections (OHRP):

Enclose please find a comment addressing the question of the future role of Institutional Review Boards in reviewing oral history research protocols that I wish to submit for your consideration as you review changes in OHRP guidelines.

I would appreciate an email response confirming the timely receipt of this letter in advance of the 26 December deadline.

Sincerely yours

Andrew Stuart Bergerson

History Department, CH 205

5100 Rockhill Road

Kansas City, MO 64110

001-816-235-5728

001-816-235-5723 fax

bergersona@umkc.edu

Comment 51

As an IRB Chair with 25 years of various IRB experiences from biomedical to socio-behavioral-educational research, I find the proposed wording for category 5 expedited reviews as confusing in its own way as the current wording. The 3rd subcategory in particular, would leave me wondering about a PI who collects data to use in one study and then wants to use the same data pool for a second study, or does a phase 1 study and a separate phase 2 study using the same or overlapping data, which in fact they had in mind when they did the first study. If the bottom line is that OHRP wants to loosen the restrictions so that, as the Human Research Report puts it, "all minimum risk research involving human biological materials --- regardless of how they were collected -- should be eligible for expedited IRB review", then why not have the regulation say that? This would put the emphasis entirely on the assessment of risk rather than who collected the data with what intention at what moment in time. Then if an IRB expedited reviewer is not comfortable with some aspect of the study, they can always use their prerogatiove to bump it up to a full committee review and get more input.

Like many places, we are beginning to see genetic research studies with human subjects, banked DNA, etc. and determining whether these are minimal risk and should be expedited poses its particular set of problems, since what risks may emerge from these data banks longterm is still largely unknown.

Category 7 as proposed would open the whole complex issue of oral history, some of which seems to fit the expedited category intentions (done to in some manner generalize and disseminate data which may be entirely identifiable in some cases, versus exemptable story collection, archiving, and retelling with consent). I think departments of history and sociology and publishers might be better qualified to assess whether most oral history research papers fit ethical and professional standards of their fields than IRBs.

    Some studies we've seen that, for example, have a student from overseas returning to their own homeland or traveling abroad to collect stories and observations (often in foreign languages to the IRB) in order to do ethnographic research are things it is virtually impossible for the IRB to assess, or monitor in any useful way, but the supervising professor who knows both the student and often the community they are researching and the languages used there may be in an ideal situation to assess risk, suitable consent/assent, and data monitoring, community feedback, etc. It is often not feasible for the IRB to try to find an outside expert about a remote and nontechnological community, who speaks the language(s) and has cultural expertise to make a genuine review of the ethics and proper conduct of such research.  With the new wording it becomes even less clear what might be exemptable and what should be expedited in oral history and ethnographic research.

It might be useful to have a category number for research submissions to the IRB that we deem after review to be Not Human Subjects Research (deceased subjects, or secondary deidenitifed data, e.g.) but that have been reviewed by the expedited reviewer because the PI was unsure and submitted a protocol.... instead of just marking such files "exempt NHSR" -- once there is a submission and an assigned protocol number, there needs to be a paper trail of their disposition and a niche in the filing system.

Jennifer Phillips

IRB Chair

URI, Kingston, RI 02881

12/23/07

Comment 52

    I implore adoption of the AAUP position that IRB guidelines and policies exempt oral interviews of adults from IRB review.  I base this recommendation on my experience conducting almost 1000 hours of interviews for a biography of C. Douglas Dillon.  Most of my subjects are sophisticated individuals who have served as high level policy makers in the government, quasi private institutions such as the Metropolitan Museum of Art, or private organizations and firms.  In every case I have written and called to seek and arrange formal taped interviews, produced transcripts, and obtained permission to publish material based, in part, on the interviews, and often to house tapes and transcripts at repositories of my choosing.  IRB guidelines make no sense under these real world conditions.  Instead, they add a layer of bureaucratic oversight which complicates the interaction of the scholar and the interviewee without useful purpose.

 

 

All my best, 
Thomas Zoumaras 
Professor 
Department of History
100 East Normal Street 
Truman State University 
Kirksville, MO 63501 
660-785-4095, Office 
660-785-4337, FAX 
660-341-7210, Cell 
660-627-1494, Home
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From: Patrick H. Patterson, Assistant Professor, Department to History, UC San Diego

To:

EXPEDITED REVIEW

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

Dear members of the OHRP staff,

I am writing with reference to the OHRP's request of 26 October 2007 for written comments on a proposed amendment to item 5 of the categories of research that may be reviewed by the institutional review board (IRB)  through an expedited review procedure. 

Specifically, I would like to express my serious concern about what is apparently a continuing provision under the proposed rules that IRBs may, in their discretion, treat oral history research as subject to their review.

The production of important historical scholarship is being slowed, hindered, and made more expensive -- and high-quality work is deterred -- as the result of the continuing treatment of oral history work as subject to IRB oversight.  For the reasons set forth below, I ask that OHRP resolve the uncertainty over IRB supervision once and for all with a clear direction that oral history research be treated as excluded from review and removed completely from IRB oversight.

THE PROBLEM:

The current expedited review list, as published in the Federal Register on November 9, 1998, provides in pertinent part that oral history may be subject to expedited review:

(7) Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3).

This listing refers only to research that is not exempt.)

Of note here is that the current rule provides that "some research," 

possibly including oral history, "**may** be exempt from the HHS regulations for the protection of human subjects."  (Emphasis added.) The status of oral history work is thus left unclear -- and has been unclear for years, notwithstanding long efforts by the American Historical Association and other professional historians to fix the problem.  It therefore has fallen to university IRBs to determine whether or not they will treat oral history work as exempt (excluded from review) or not.  There is abundant evidence, documented by the American Historical Assocation, the American Association of University Professors, and others, that many institutional IRBs, in an abundance of caution and a likely desire to avoid litigation, still continue to insist that oral history work not be treated as excluded from review, as the federal regulations clearly permit (but, critically, do not require).

I want to stress that as a professional researcher with a great concern for research ethics, and as a lawyer with a real appreciation of the need to preserve and protect individual rights, I am very supportive of the mission of the OHRP to protect research subjects, and I am deeply sympathetic to the aims of the federal regulations governing research.  But with regard to the particular practices and methods of oral history, I can find no persuasive rationale for the continuation of IRB oversight, and many strong reasons for an extension of a status as excluded from review.

THE SOLUTION:

ORAL HISTORY RESEARCH SHOULD BE TREATED AS EXCLUDED FROM REVIEW, EVEN FROM EXPEDITED REVIEW

Under the current rules, *any* conversation between a historian and another person about that person's recollections of the past might be treated by an IRB as non-excluded "research" subject to the IRB's requirements of advance approval.  Any such conversation could, moreover, result in IRB sanctions, including even the prohibition of publication or the denial of a student's degree, if advance approval were not obtained.  Historians (and, critically, not just those who believe they are practicing oral history!) thus have reason to wonder whether, legally, they are *ever* permitted to talk about past events with a person involved in those events without ensuring in advance that their IRB will approve such conversations.  That is the unfortunate implication of the present rules.

A fair and comprehensive assessment of the nature and practice of oral history research, however, leads to the conclusion that it is simply not the kind of research that the regulations promulgated by HHS were intended to cover.  In oral history research, interviewees are simply asked in a straightforward way for their recollections about historically significant events.  Those recollections are then preserved and reported.  No experimentation is undertaken, the techniques used are minimally invasive, and interviewees may refuse to answer questions or terminate the interview at any time.  Indeed, some of OHRP's past rulings and communications with the professional representatives of oral history practitioners have acknowledged that oral history logically should not be subject to IRB regulation, but as yet there has been no clear ruling requiring exclusion from review.

Along these lines, I refer you, for example, to one of the OHRP's determinations about the nature of oral history research, as published on the web site of the American Historical Association:

"In response to a query about whether one of OHRP's own oral history projects had been subject to IRB review, he [Prof. Zachary Schrag of George Mason University] was told that 'OHRP determined that obtaining oral histories of members and staff of the National Commission did not represent research as defined at 45 CFR 46.102(d) because the activity was not a systematic investigation, nor was it intended to contribute to generalizable knowledge. This oral history activity was designed merely to preserve a set of individuals' 

recollections; therefore, this activity was not subject to IRB review.' "  (Robert Townsend for the AHA, at

http://blog.historians.org/advocacy/111/blogging-the-irb)

By no means do I intend to imply any criticism of OHRP practice here: 

the OHRP's determination here is, without a doubt, the right one. 

The problem for other oral history researchers across the country is that, because of an apparent excess of caution on the part of their institutions, university counsel, and IRBs, they often do not have the same freedom to pursue oral history projects that has been enjoyed by the OHRP's own researchers, whose work is treated as excluded from review (i.e.,  not "research as defined" by the Code of Federal Regulations).

To remedy this continuing problem, we need an unequivocal ruling by the OHRP that IRBs are to treat oral history research as excluded from review.

A proper solution to the problem requires a recognition that a number of the essential features of oral history research (which is very much akin to the journalistic method in many respects) may be weakened or thwarted entirely by requirements that various IRBs have imposed or have attempted to impose.

In order to have real and lasting value as a contribution to scholarly knowledge, oral history research may require -- absolutely require -- that researchers be able to pursue their historical research as dictated by the professional canons and indeed the very logic of the field of oral history, i.e., using methods that might well be inappropriate for other, potentially harmful and more invasive forms of research:

* For oral history work to be as valuable as possible (and in many instances, for oral history interviews to have any real value at all), researchers must have the freedom to conduct interviews in which the persons interviewed are clearly identified by name, so as to establish the veracity, relevance, and historical significance of the informant who is interviewed and whose recollections are being treated as historical evidence.

The conclusions of historical research must be testable and verifiable; without the ability to clearly identify interviewees, a vital tool in the writing of good, reliable history may well be lost. 

In appropriate circumstances, anonymity and confidentiality certainly might be granted, but it is important to recognize that anonymity and confidentiality may be antithetical to the purpose of historical research.  The matter should be left to researchers and interviewees, and not to IRBs that may be largely unfamiliar with oral history methods and aims.

* Researchers must have the freedom to conduct interviews in an open-ended fashion, with the ability to ask questions that naturally arise from the findings revealed in the interview itself, and unconstrained by pre-approved questionnaire texts or scripts.

Like journalists, oral history practitioners simply cannot do their jobs if they are required to submit questions for approval in advance.  Flexibility, open-endedness, and the ability to pursue new leads and lines of inquiry that may arise only during the course of the interview itself are all absolute necessities.  Indeed, it seems safe to conclude that many if not most oral history projects, if confined to lists of pre-approved questions, would have so little academic value that they would not be worth engaging in.  Concerns about interviewee privacy and sensitivities are well placed, but the solution clearly rests not with IRB oversight, but with the unquestioned ability of adult interviewees to simply decline to answer specific questions or to terminate the interview if they desire.

Finally, it is important that OHRP be aware that the prospect of burdensome IRB compliance is a real and significant deterrent to oral history work, and thus to the advancement of knowledge. Concerns about the potential burdens of IRB oversight may cause researchers to forgo or abandon planned oral history projects with great potential value.  I know that worries about the legality of oral history research and concerns about non-excluded status have caused me to reconsider the wisdom and practicality of pursuing a major oral history project, on the history of communism in Eastern Europe, that I had hoped to undertake in the future.  Important historical evidence comes to us through oral history, and often oral history is the *only* way to find and preserve such evidence.  (This is certainly the case, for example, when it comes to the historical experience of everyday life under communism, where ordinary citizens were often denied real opportunities to have their views heard and documented.  Oral history is our best path to this part of the past.) Precious historical material may well be lost because of the continued insistence on IRB review.

Whereas the burdens and harms to which oral historians are exposed by the continuing treatment of their work as not excluded from review are very real indeed, the potential harms that IRB oversight may help avoid are, in the case of oral history work, minimal.  Moreover, they are easily avoided by the interviewees themselves.  The balance of the equities thus falls decidedly in favor of treating oral history work as wholly excluded from review.

Accordingly, I must concur with the recommendation of the American Association of University Professors that "research on autonomous adults whose methodology consists entirely in collecting data by  . . 

.  conducting interviews . . .  be exempt from the requirement of IRB review -- straightforwardly exempt, with no provisos, and no 

requirement of IRB approval of the exemption."   (As historical 

research typically does not involve administering surveys or observing behavior in public places, I am not commenting on the AAUP's recommendation that these activities also be excluded from 

review.)   I further concur with the AAUP's finding that such changes 

to the rules "would eliminate a considerable amount of the hardship that they have imposed on researchers" and "would eliminate a considerable amount of totally unnecessary work currently done by IRBs, freeing them to devote attention to seriously risk-imposing research projects."

I thank you for your consideration of my comments.  If you have any questions or would like to discuss the matter further, please feel free to contact me at patrickpatterson@ucsd.edu.

Patrick Patterson

--

========================================

Patrick Hyder Patterson

Assistant Professor, Department of History University of California, San Diego 9500 Gilman Drive  Dept. 0104 La Jolla, CA  92093-0104

E-mail:  patrickpatterson@ucsd.edu

(858) 534-1999

FAX:  (858) 534-7283

Office:  Humanities and Social Science Building (H&SS), Room 4084

Comment 54

To whom it may concern, 
 

Attached please find the University of Washington's response to OHRP's request for comments on its proposed revision of the categories of research eligible for expedited review.  Thank you very much for this opportunity to provide input. 
 

Best regards, 
 

Karen 
 

Karen E. Moe, Ph.D.
Director, Human Subjects Division
Research Associate Professor, Psychiatry & Behavioral Sciences
University of Washington
Box 355752
Seattle, WA 98105-6613
Phone  206-543-0098
Fax 206-543-9218
Comment 55

NOTE:  The attachment contains the same letter as the body of this email.  Thank you. -- mh 

Mr. Glen Drew

EXPEDITED REVIEW

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

Dear Office of Human Research Protections:

I write to comment on the proposed revisions of the IRB regulations, as they pertain to oral history research.  I write as an historian who has studied the history of the ethical misconduct of some medical researchers that created the need for federal regulations of biomedical research. I have not practiced oral history myself, in any formal sense, but I have read and used countless works of scholarship that were based on oral history. What is clear to me is that the kind of research activities engaged in by oral historians, or by other scholars who merely observe normal human behavior, are inappropriate subjects for IRB 

oversight.   Merely talking to a person about that person’s experience is extraordinarily 

unlikely to produce any harm.  You might as well regulate the speech of all college students who get federal financial aid as regulate the work of oral historians, since both engage in speech that is equally unlikely to produce the types of harm to human subjects that t hese regulations are designed to protect. 

Therefore, I urge the Office of Human Research Protections to adopt the recommendation of the American Association of University Professors. The AAUP holds that “research on autonomous adults” using “methodology” that “consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review—straightforwardly exempt, with no provisos, and no requirement of IRB approval of the exemption.”  There is no risk in this recommendation, as oral history activities entail nothing beyond ordinary human conversations and reflections on the past. 

Unlike the relationship between, say, a medical school based researcher and patient-subject, the oral historian and her subject have a relationship entirely voluntary and with no threat of compulsion or harm:  The interview subject is always at liberty to decline to participate in oral history interviews – yet they are usually eager to share their experiences.  Pe ople grant oral history interviews because they want to share their experiences with 

interested people, and in order to create a record of their experiences.   Frequently, when I 

meet individuals while traveling or at social events, I am urged, as a historian, to do an oral history interview with the person I have meet or someone they know, on the grounds that they have had important experiences that should be “recorded for history.”  I mention this because it underscores how different oral history interviewees are from human subjects in the biomedical sciences:  Oral history interviewees are typically proud of their past, and eager to share it and have it recorded, and they grant their interviews are partners, not dependents, of the researcher.  The regulations are troublesome, because since there is no none instance of oral history work having “harmed” a subject, the IRBs are often arbitrary in trying to imagine what activities might be harmful; for instance, is is psycholo gically traumatizing, one IRB member suggested, to ask a retired person to recollect her professional accomplishments?  Why should an IRB worry about this hypothetical risk and require the scholar to address it in advance of doing the research?  

There is neither surgery nor drugs nor behavior modification nor experiments of any kind involved in oral history interviews.  Oral history uses the most ordinary of human activities, conversation, to collect accounts of individual people’s experiences and observations. There is no more justification for requiring IRB review of this methodology than there is for requiring it of journalists who ask questions of their sources and note the responses, or of 

teachers who ask questions of their students and make records of the students’ responses.   

Indeed, there is much risk in attempting to regulate oral history work, as it is a needless intrusion, unwarranted by relevant federal statutes, into the realm of scholarship and it poses a potential threat to academic freedom, without achieving any benefit for the public. 

Further, oral history, while used by scholars who work at universities, is also practiced by countless non-scholars who are unaffiliated with universities --- people interested in the history of their families, communities, ethnic groups, and professions frequently engaged in forms of oral history research, to document the memories of people from these groups.  That kind of research is, appropriately, not regulated by IRBs.  Neither should comparable research by university affiliated oral historians. 

Likewise, the idea that the collection of historical sources in an archive, whether those sources are oral history recordings or transcripts or other materials, should be regulated is equally offensive: It is an unwarranted extension of the Government’s power into the realm of scholarship. It could easily constitute a form of prior restraint on scholarship, and it would risk restricting scholarly activities to those agenda approved by governmental authorities. 

Oral history has more in common with a conversation between a waitress and customer in a restaurant than with a biomedical researcher examining the efficacy of a medicine, or of a 

psychologist asking questions of people in therapy. Oral history is not therapy.    And saving 

historical records and making them available to interested researchers, which is at root what archival collections do, has more in common with a grandmother’s effort to save family letters, diaries, and photographs, and to make them available to interested people, than it does with a medical school’s need to properly maintain the privacy of medical records.  

Not all academic research on living people is meaningfully categorized as being potentially harmful.  Yet protecting human subjects from harm is the basis for these important regulations. The validity of the regulations, and the efficiency of IRBs, will be enhanced if the Office of Human Research Protections adopts the recommendation of the AAUP to make exempt from the requirement of IRB review all “research on autonomous adults” whose methodology “consists entirely in collecting data by surveys, conducting interviews, or observing behavior in public places, be exempt from the requirement of IRB review.”  

Sincerely yours,

Mark D. Higbee, PhD

Professor of History

Eastern Michigan University

701 PrayHarrold

Ypsilanti, MI  48197

Comment 56

Dear Dr. Pritchard,
 

The Infectious Diseases Society of America (IDSA) is pleased to attach comments in response to the Federal Register Notice, "Protection of Human Subjects: Categories of Research That May Be Reviewed by the Institutional Review Board Through an Expedited Review Procedure," issued by OHRP.
 

We appreciate the opportunity to comment, and the Society would be happy to assist further on these efforts.
 

Best Wishes,
Beth
 

Beth Rada, MS
Program Officer for Science and Research
Public Policy and Government Relations
Infectious Diseases Society of America
1300 Wilson Boulevard, Suite 300
Arlington, VA 22209
Tel: 703-299-1216
Fax: 866-889-7319
brada@idsociety.org
 

Attachment to Comment 56

December 28, 2007

Ivor Pritchard, PhD

Acting Director

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway

Suite 200, Rockville, MD 20852

Dear Dr. Pritchard:

The Infectious Diseases Society of America (IDSA) is strongly committed to

facilitating clinical and epidemiological research. IDSA represents more than

8,000 infectious diseases (ID) physicians and scientists devoted to patient care,

education, research, and public health. Research is the primary activity of over

one-third of our membership. Properly conducted research is a critical aspect of

efforts to improve the prevention and treatment of infectious diseases.

Therefore, IDSA is pleased to have the opportunity to comment on proposed

changes from the Office for Human Research Protections (OHRP) to the

“Categories of Research That May Be Reviewed by the Institutional Review

Board (IRB) Through an Expedited Review Procedure,” published in 1998.

IDSA applauds the efforts of OHRP to clarify the criteria for expedited review.

The expedited review mechanism is an important means for bringing efficiency

to the review process for low-risk research while preserving a rigorous

independent review. Confusion about the interpretation of the criteria for the use

of expedited review appears to be leading IRBs to require full-board review for

protocols that do not require that level of review. We recommend the following

proposed changes:

• Include in the description of the "Categories of Research that may be

reviewed by the IRB through an Expedited Review Procedure" contained

in "Applicability Section D” of the Federal Register a definition or

reference link for what qualifies as “classified” research.

• In Research Categories Section 3, Category G, change the wording from

"amniotic fluid obtained at the time of rupture of the membrane prior to

or during labor” to “amniotic fluid obtained at the time of spontaneous

rupture or medically indicated rupture of the membrane prior to or during

labor.”

• In Research Category, Section 3, Category J, change “sputum collected

after saline mist nebulization” to “sputum collected after saline mist

nebulization or via spontaneous production.”

• In Section 4, define "x-ray" or provide examples (for instance,

radiographic procedures that expose the participant to ionizing radiation

or other potentially harmful forms of radiation, including but not limited to plain film radiography, computerized axial tomography, and nuclear imaging medical

studies). In everyday usage, the term x-ray is often used imprecisely to describe a range

of radiographic studies.

Comments on OHRP’s Proposed Amendment to Research Category 5

OHRP is proposing to amend expedited review category 5 to clarify that the category includes

research involving materials that were previously collected for either non-research or research

purposes, provided that any materials collected for research were not collected for the currently

proposed research. We support the proposed revision.

Comments on the recommended revision of the Secretary's Advisory Committee on

Human Research Protections for Research Category 7

The Secretary’s Advisory Committee on Human Research Protections proposed to revise

expedited review category 7 as follows: “Research (a) on individual or group characteristics or

behavior (including, but not limited to, research on perception, cognition, motivation, affective

states, interpersonal relationships, identity, language, communication, cultural beliefs or

practices, and social behavior); or (b) employing methods commonly used in social, behavioral,

epidemiologic, health services and educational research (including, but not limited to, survey,

interview, oral history, participant observation, ethnographic, focus group, program evaluation,

human factors evaluation, or quality assurance methods). (Note: Some research in this category

may be exempt from the HHS regulations for the protection of human subjects. 45 CFR

46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)”

We support the proposed revision and agree with the clarification. The stratification of research

that would be considered possibly appropriate for expedited review procedure into A and B

categories is appropriate, and we concur that a further elucidation of possible study data be

included in Category B.

IDSA supports OHRP’s proposed changes in the criteria for expedited review. Greater clarity

about the criteria for expedited review should help local IRBs appropriately use this important

review mechanism. Should you have any other questions concerning this matter, please contact

Beth Rada, MS, Program Officer for Science and Research, at brada@idsociety.org or 703-299-

1216.

Sincerely,

Donald Poretz, MD, FIDSA

IDSA President
Comment 57

Dear Irene:

Please find attached NIH comments in response to OHRP’s request for input on the Categories of Research That May Be Reviewed by the Institutional Review Board (IRB) through an Expedited Review Procedure and on proposed revisions to Categories 5 and 7.  We agree with the proposed change to Category 7 and the intent of the proposed change to Category 5.  We have some suggestions about the wording of proposed Category 5 as well as a question about Category 8.  

<<NIH Comments on Expedited Review Categories Dec 2007.doc>> 
Thank you for soliciting comment on this important policy and for considering our suggestions.

Hope you are having a wonderful holiday and all the best in 2008,

Amy

Amy P. Patterson, M.D.
Director
Office of Biotechnology Activities
Director, Clinical Research Policy Analysis and Coordination Program
Office of Science Policy
Office of the Director
NIH Comments on

OHRP Request for Comments on 
Categories of Research That May Be Reviewed by the 
IRB through an Expedited Review Procedure
December 2007

The National Institutes of Health (NIH) appreciates OHRP’s solicitation of public comments on the Categories of Research That May Be Reviewed by the Institutional Review Board (IRB) through an Expedited Review Procedure and on proposed revisions to Categories 5 and 7.  We agree with the proposed change to Category 7 and the intent of the proposed change to Category 5.  We have some suggestions about the wording of proposed Category 5 as well as a question about Category 8.  

Category 5

We agree with the intent of the changes to Category 5, i.e., to allow expedited review for research involving materials that have been previously collected for a research purpose other than the proposed research under review.  However, we encourage OHRP to consider adding examples to this category, specifically to help clarify the meaning of provision (5)(c), i.e., “Research involving materials that will be collected solely for nonresearch purposes.”  If materials have not been previously collected and will be collected in the future, it is not intuitively obvious how these materials can be categorized as those collected “solely” for nonresearch purposes.  In other words, if the materials have not yet been collected but we know they may be used for research purposes in the future, it seems contradictory to say that the materials will be collected “solely” for nonresearch purposes.  For example, specimens are often collected for the purposes of routine medical care (e.g., for diagnosis) with the knowledge that residual material may be used for research purposes.  Yet, in these cases, the specific research use is unknown at the time the specimens are collected.  Is such a scenario intended to be included under (5)(c)?  What if specimens are collected for the purposes of routine medical care, and a specific use for the proposed research project is envisaged at the time of collection even though no additional material is taken for the purposes of research?  Is such a scenario intended to qualify for expedited review?  Adding a few examples would help clarify the intent of (5)(c) and the applicability of expedited review procedures for prospectively collected materials.
We are also unclear about why the word “solely” appears in (5)(c) but not (5)(a).  In fact, we question whether “solely” is the most appropriate term to use in this situation.  If our interpretation of the category is correct, it is the intent of the collection of materials that matters.  Since the materials will be used for research at a point in the future, the word “solely” confuses the intent.  A more precise and appropriate term is “specifically.”  For clarity and consistency, we encourage OHRP to consider adding “specifically” to (5)(a) to read “have previously been collected specifically for nonresearch purposes;” and replacing “solely” with “specifically” in (5)(c) to read “will be collected specifically for nonresearch purposes.”  
Category 8

We are aware that there is confusion among some IRBs about whether Category 8 applies to research that is conducted under an investigational new drug application (IND) or investigational device exemption (IDE) if the research meets the general applicability conditions for expedited review.  Apparently, this is due to the fact that Categories 1 and 9 are explicitly limited to non-IND and non-IDE studies.  Although Category 8 does not refer to such a limitation, there is, nonetheless, a lack of certainty about whether the continuing review of IND and IDE studies, otherwise meeting the general conditions and specific criteria of the category, may be expedited.  A clarification of this matter would be helpful.     

Comment 58

CONSORTIUM OF

INDEPENDENT REVIEW BOARDS

December 20,2007

By Overnight Delivery

EXPEDITED REVIEW

Office for Human Research Protections

The Tower Building

1 10 1 Wootton Parkway

Suite 200

Rockville, MD 20852

Re: Comments on Proposed Amendments to Protection of Human Subjects:

Categories of Research That May Be Reviewed by the Institutional Review

Board Through an Expedited Review Procedure

Dear Sir or Madam:

The Consortium of Independent Review Boards ("clRBm") commends the Office for

Human Research Protection ("OHRP") on the Agency's proposed amendments to the

categories of research that may be reviewed by an institutional review board ("IRB") through

an expedited review procedure, published in the Federal Register on October 26,2007, 72

Fed. Reg. 60,848. As OHKP lcnows, CIRB is a consortium of independent institutional

review boards ("IRBs") located in the United States and Canada. The membership has a

central mission of promoting the protection and rights of human research subjects, while

providing an understanding of how independent IRBs support this goal. Approximately 75%

of clinical research in the United States is conducted in non-academic settings, and

independent IRBs review a majority of this research. Thus, as an organization of

independent IRBs, CIRB has a significant interest in proposed modifications to the expedited

review categories.

CIRB has reviewed the proposed amendment to category 5 and believes that the

clarification will assist IRBs in its understanding of the standards for expedited review under

this category. The language of the proposed amendment makes clear that category 5 includes

research involving materials (a) previously collected for nonresearch purposes, (b) previously

collected for research purposes, provided that the materials were not collected for the

currently proposed research, or (c) that will be collected for nonresearch purposes. This

amendment will also be helpful to other members of the research community, such as

Consortium of Independent Review Boards


Phone: (202) 778-9294

1601 K Street, N.W.





Fax: (202) 778-9100

Washington, DC 20006-1600

investigators and sponsors, in that it will help in eliminating. any confusion surrounding the

types of research requests that can be submitted for expedited review under category 5.

In addition, CIRB supports the Secretary's Advisory Committee on Human Research

Protections' ("SACHRP") recommended revisions to expedited review category 7.

SACHRP's proposed revisions bring further clarify to category 7 in describing the type of

behavioral research and research methods that may be reviewed using an expedited

procedure. Finally, CIRB reviewed the entire expedited review list as requested by OHRP

and the Consortium has no recommendations regarding the need for additional changes at

this time.

CIRB thanks OHRP for the opportunity to comment on the proposed amendments to

the expedited review list.

Sincerely, 
Cami Geaphart

Chair

CIRB Membership
Comment 59

University Hospitals

December 26,2007

Mr. Glen Drew

Office for Human Research Protections

The Tower Building

1 101 Wootton Parkway, Suite 200

Rockville, MD 20852

RE: Comments on Revisions to Expedited Review Process

Dear Mr. Drew:

We have reviewed the proposed revisions to the Expedited Review regulations with particular

attention to the changes in category 5 and 7.

The change to category 5 to allow the use of data, materials or specimens collected for research

and non-research purposes is appropriate and practical for the responsible conduct of research.

We have encountered issues and questions with this part of the regulations in our office and

struggled with the interpretation that the collection of these items only applied for non-research

purposes. We strongly support the addition of the language to specify collection for research

purposes.

We believe that additional information or exainples would be useful for the qualifying sentence

about "previously collected for research purposes provided they were not collected for the

cuwently proposed research". Our interpretation of this qualifier is to ensure that research

activities do not commence prior to IRB review and approval, but believe that additional

clarification would benefit the research community.

The broadening of the types of research included under category 7 are necessary clarifications to

the regulations especially as it applies to behavioral research. We would support these additional

types of research activities being considered under the regulations for expedited review by the

IRB. Again, the research community would benefit from additional guidance or examples of the

appropriate utilization of these expanded categories.

In addition to these particular changes we have reviewed the language of the expedited review

regulations and have some further thoughts to communicate.

The language in 45 CFR 46.1 10 (b) (2) pertaining to the IRB utilization of the expedited review

procedures for minor changes in previously approved research is often times difficult to interpret

because there is no direct definition of what constitutes a "minor" change in the research

activities. It is recommended that a categorical definition of "minor" be included in the

regulations.

Category 3 should be expanded to including additional examples of what constitutes collection

of biological specimens for research purposes for example, "nasal washing".

Category 4 that contemplates collection of data through noninvasive procedures routinely

employed in clinical practice needs to include additional types of noninvasive activities such as

an investigator serving as a "reading laboratory" with subject iaentifiable information under a

multi-center clinical trial because such is not considered routinely employed in clinical practice.

Examples of this type of activity is an ophthalmologic reading center where an investigator

receives pictures of the retina for analysis or in a sleep study were an investigator receives EEG

tracings for data analysis.

Category 8 discusses the ability to conduct continuing review of research previously approved by

a convened IRB under the expedited categories when the research remains active only for the

long tenn follow-up of subjects. Clarification is needed as to what activity is included in the

definition of long term follow-up.

Thank you for the opportunity to provide input into these important regulatory matters.

Sincerely,

Philip A. Cola, M.A.

Vice President, Research and Technology

Valerie Wiesbrock, M.A.

Manager, Institutional Review Board

Joseph Gibbons, M.D.

Chair, Institutional Review Board
Comment 60

AMERICAN FOLKLORE SOCIETY

December 19, 2007

Expedited Review

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville MD 20852

Dear OHRP:

I have attached a copy of the American Folklore Society's policy statement on

research on human subjects for your information and review. As that document

states, we believe that most ethnographic research activities should be exempt

from IRB review that is based on concerns and models from the biomedical

science-fields of inquiry fundamentally different from our own.

Thank you for the opportunity to comment on this important matter.

Sincerely,

Timothy Lloyd,Ph.D.

TIMOTHY LLOYD, EXECUTIVE DIRECTOR

MERSHON CENTER, OHIO STATE UNIVERSITY

1501 NEIL AVENUE, COLUMBUS, OH 43201-2602

PHONE: 614/292-3375 FAX: 614/292-2407

E-MAIL: LLOYD.IOO@OSU.EDU WEB: WWW.AFSNET.ORG
American Folklore Society Policy Statement

Research with Human Subjects

December 2007

I. The American Folklore Society

The American Folklore Society, founded in 1888, is an association of people who

create and communicate knowledge about folklore. The more than 1,200

members of the Society today are scholars and teachers at colleges and

universities, professionals in arts and cultural organizations, and community

members involved in folklore work. The purposes of the Society are to stimulate

and encourage interest and research in folklore in all its aspects; to aid in the

dissemination of the results of such research; to promote responsible application

of such research in the broad variety of settings in which folklorists work; to

publish and distribute publications, reports and journals; and to serve as a bond

among those interested in the study of folklore.

2. Folklore and folklorists

Folklore is the body of traditional art, literature, knowledge, and practice that is

disseminated largely through oral communication and behavioral example. Every

group with a sense of its own identity possesses and shares such a body of

traditions which may be called folklore. Folklorists are trained scholars who

undertake to record, describe, catalog, analyze, and explain such traditional

knowledge and expression and to disseminate the products of this research in

books, articles, films, recordings, museum exhibitions, and display events.

3. Folklore research

Most folklore research should be exempt from IRB review.

Folklore research is conducted to record and describe traditional art, literature,

belief, material objects, and custom. Folklore research is ethnographic and

participatory. Folklorists are instructed in traditional culture by the members of

ethnic, occupational, religious, and other groups. The folklore being studied may

be relatively public (festival, community dance, musical performance) or

relatively private (family story, quilt making, home recipe or remedy).

In either case, the folklorist needs to build rapport with community members in

order to describe the traditions and to learn how and why they are created and

maintained and how and under what conditions they are performed and

transmitted. Such fieldwork takes time and depends upon the development of a

trusting relationship between folklorists and community members.

Folklore research is not conducted in laboratories or offices. Folklore research is

not carried out with testing instruments, standardized questionnaires, or 'control

groups." Folklorists are not experimentalists or clinicians. The people with whom

folklorists work are not selected from a pool, are not_randomly chosen, and they

are not subordinate to some experimental design. Folklore fieldwork is conducted

in the public and private spaces of a community.

Folklorists are guests in such communities. They can only work successfully at

the invitation of and with the collaboration of the members of that community.

Bio-medical clinical and experimental models are inappropriate models for

folklore research. Folklorists build relationships with people in order to learn

about their ways of life and art. Not infrequently, these relationships last a

lifetime. The people with whom folklorists work are not "human subjects"; they

are artists, performers, hosts, teachers, and often, over time, they come to be

friends. They help the folklorist understand their culture and its expressive forms.

The knowledge that results from folklore research is not quantitative but

overwhelmingly qualitative. On occasion, a folklorist may employ a questionnaire

or other survey instrument at the initial stages of research, but these are rapidly

abandoned in favor of close conversation, careful observation, and prolonged

participation. Folklorists seek to be educated by the people with whom they

work. Consequently, folklorists seek instructions, demonstrations, explanations,

commentaries, reflections, and reminiscences.

There is almost no folklore research that can be conducted using a preformulated

set of questions. As folklorists learn more about the traditions that

are the focus of their research, the kinds of questions they ask will necessarily

change. Each response provokes new and unanticipated questions, each

question leads to new areas of inquiry. In folklore and other ethnographic

research, the questions to be asked cannot be known or formulated in advance.

In many respects, folklore research is a type of investigative journalism; but it is

deeper, longer lasting, and more responsible: the bonds established between the

researchers and community members are more personal and enduring.

4. Folklore research and the protection of human subjects

Documentation of informed consent

Folklorists inform their consultants about the aims and methods of research. The

nature of the relationships that folklorists build with their consultants, however,

is such that a written, signed, legally effective document would be inimical to the

relationship upon which folklore research is based. Folklorists cannot go as

guests into people's home communities, build trust and friendships, and then
present a legal document for signature. Nor can they ask for signatures to be

witnessed.

Informed consent is given orally, and possibly can be_ recorded on audio- or

videotape, but introducing a written legal document into the folklorist-consultant

relationship would generally prove an insult to the consultant and bring folklore

research to a halt. Institutional review boards should alter or waive the

requirements for written informed consent in the case of folklore and other forms

of ethnographically based research.

There is clear justification for this position as well in the Federal regulations: "An

IRB may approve a consent procedure which does not include, or which alters,

some or all of the elements of informed consent ... or waive the requirement to

obtain informed consent provided that ... the research could not practicably be

carried out without the waiver or alteration" (45 CFR § 46.116). "An IRB may

waive the requirement for the investigator to obtain a signed consent form for

some or all subjects if it finds ... that the research presents no more than

minimal risk of harm to subjects and involves no procedures for which written

consent is normally required outside the research context" (45 CFR § 46.117).

Confidentiality

Folklorists document folk traditions. They do not destroy such documentation but

preserve it in their own files, in archives, and make it known through publications

and exhibitions. Folklorists inform consultants of identifiable materials prior to

publication and exhibition and obtain written consent for the placement of

materials in public archives. Folklorists guard the confidentiality of their

consultants when such confidentiality is requested. In most, instances, however,

consultants want their contributions to research to be made known. They want

to be acknowledged for their contributions and be recognized as community

artists and experts in local traditions.

In such cases, the folklorist acknowledges their contributions in books, articles,

exhibition catalogs, and displays. However, the folklorist would keep confidential

such information as might place the consultant "at risk of criminal or civil liability

or be damaging to the subject's financial standing, employability, or reputation"

and would forewarn the consultant that such information might not be kept

confidential were records subpoenaed as part of some legal action.

Student class projects

Folklore courses in universities often require students to establish relationships,

collect folklore, and interview consultants as part of the instruction in the

theories and methods of folklore research. Such classroom assignments are
educational and are not intended to result in a "systematic investigation,

including research development, testing and evaluation, designed to contribute

to generalizable knowledge." They do not constitute "research" in any sense

intended by the section of 45 CFR § 46.102 just cited, and should be exempted

from institutional review. It should be left to class instructors to inform the

students of their ethical responsibilities and oversee the assignments that are a

part of course curricula.

5. Code of Ethics of the American Folklore Society

The American Folklore Society has its own code of ethics that spells out the

responsibilities of folklorists to those studied, to the public, to the discipline, to

students, and to sponsoring organizations and governments. What follows is the

American Folklore Society's statement on folklorists' responsibilities to those

whom they study:

In research, folklorists' primary responsibility is to those they study. When

there is a conflict of interest, these individuals must come first. Folklorists

must do everything in their power to protect the physical, social, and

psychological welfare of their consultants and to honor the dignity and

privacy of those studied.

Where research involves the acquisition of materials and information

transferred on the assumption of trust between persons, the rights,

interests, and sensitivities of those studied must be safeguarded.

The aims of the investigation should be communicated as much as is

possible to the informant.

Consultants have the right to have their identities remain confidential. The

right should be respected both where it has been promised explicitly and,

as much as possible, where no clear understanding to the contrary has

been reached. These strictures apply to the collection of data by means of

cameras, tape recorders, and other data-collecting devices, as well as to

data collected in interviews.

There shall be no exploitation of individual informants for personal gain.

Fair return should be given them for all services.

There is an obligation to reflect on the foreseeable repercussions of

research and publication on the general population being studied.

The anticipated consequences of the research should be communicated as fully as possible to the individuals and groups likely to be affected.
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Expedited Review Comments

Office for Human Research Protections

The Tower Building

1 10 1 Wootton Parkway, Suite 200

Rockville, MD 20852

December 2 1,2007

To Whom it May Concern,

Yale University and its Institutional Review Boards (IKBs) are grateful for the

opportunity to submit comments regarding proposed amendments to the categories of

research that may be reviewed by the IRB through an expedited review procedure (72 FR

60848). We fully support the efforts of OHRP to provide greater clarity in the expedited

review categories.

OHRP's recommendation to include existing identifiable data, documents, records or

biological specimens previously collected for research purposes is a welcome addition to

expedited review category 5. Recent increases in proposals requesting secondary

research use of data and materials, which currently require review of the full board, have

created what appears to us to be an unnecessary burden since the majority of such

proposals pose minimal risk to the research subjects. The proposed amendment to

category 5 will allow IRBs to focus their attention on those studies which merit full board

discussion.

In reviewing the language proposed for category 5, it was noted however that bullet (c)

"will be collected solely for nonresearch purposes " may still cause confusion for some

IRBs in determining whether a biological sample, collected for clinical purposes, can

concurrently be banked into a data/tissue repository for future research. Clearly, the

intent of the language suggests that it can. However, a conservative interpretation of

bullet (c) may preclude IRBs from using the expedited review process for such research

activities. Thus, OHRP may wish to consider noting the concurrent banking of residual

biological specimens as an example.

We also endorse the proposed revisions to category 7 to explicitly include affective

states, interpersonal relationships, and methods commonly used in social, behavioral,

epidemiological health services and educational research, including participant

observation and ethnography. While these methods or tyqes of studies were implied in

the prior language, the proposed changes will facilitate the IRB's ability to expedite

minimal risk studies in these areas.

We would like additional guidance on categories 3 and 4. They allow the use of

expedited review when the collection of research data or specimens be through

noninvasive procedures (among other conditions). The guidance we are requesting

concerns the term noninvasive. Should this be understood to mean that sample or data

collection, obtained via clinically indicated invasive procedures, cannot be included in

these categories even if the research data or sample collection itself is not further

invasive? Of course, informed consent would still be sought and all other protections

would apply as they do in all cases of expedited review. Three examples to illustrate the

issue are:

· an amniocentesis being performed for clinical purposes from which a little more fluid is taken for research purposes,

· a spinal tap being performed for clinical purposes from which a little more fluid is taken for research purposes, and

· an endoscopy being performed for clinical purposes where the research procedure is simply switching the light source once inserted.

The taking of extra fluids or the switching of a light source are themselves minimal risk

research procedures; however, we are uncertain if such research activities qualify for

expedited review under category 3 or 4 as they are embedded in the context of a

clinically indicated invasive procedure.

We also would like to take this opportunity to endorse the recommendation from

SACHP regarding the expedited review process. Specifically, we support the

recommendations made by the Subpart A Subcommittee that "OHRP should issue an

Advance Notice of Proposed Rule Making to seek comments regarding changing section

46.109(e) to allow IRBs latitude in setting review dates beyond one year for minimal

risks studies, but potentially for other studies as well." We agree with reviews of certain

minimal risk studies being conducted at a less frequent interval than annually, such as

biennially. Allowing less frequent review for such studies would be beneficial for two

reasons: 1) it would eliminate confusion over the categorization of protocols in which

data analysis is complete but an Investigator wants the study to retain continual approval

by an IRB in the event that a publisher requests further analysis prior to publication, and

2) it would reduce the paperwork exercise necessary to accomplish #1 cited above for

both the IRB staff and researcher.

We also endorse the recommendations from the SACHRP Subpart A Subcommittee to

allow IRBs to create written policies and procedures to define (1) changes in protocols

which do not require convened or expedited review such as clerical or administrative

changes. Many IRBs currently consider these types of changes as "minor changes in

previously approved research" pursuant to 45CFR46.110(b)(2). As such they are

processed as amendments and scheduled for review by the IRE3 Chair or designated

experienced reviewer. Permitting IRBs to handle clerical or administrative changes of

this sort outside of the expedited review process would allow for a more appropriate use

of the Chair's expertise and time. We further endorse the Subcommittee's

recommendation noted as (2) additional categories of minimal risk research (not

conducted under an investigational new drug application or investigational device

exemption) that may be reviewed and approved using expedited procedures, based,on the

particular nature and context of research routinely reviewed by the IRB.

We value the opportunity to comment on the proposed revisions and appreciate your

review and consideration of our comments.

Sincerely,

Maurice J. Mahoney, M.D., J.D.

Executive Director and Chair

Human Investigation Committee I1

Human Protections Administrator

Yale University

cc:

Stephanie S. Spangler, M.D., Deputy Provost for Biomedical and Health Affairs

Sandra L. Alfano, Pharrn. D., CIP, Chair, Human Investigation Committee I

Richard G. Bribiescas, Ph.D., Chair, Human Subjects Committee

Douglas P. Olsen, Chair, Human Subjects Research Review Committee

Robert Bienstock, J.D., Office of the General Counsel

Susan Bouregy, Ph.D., Director, Human Subjects Committee

Kathleen T. Uscinski, MBA, CIP, Deputy Director, Human Investigation Committee
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December 20,2007

Expedited Review

Office for Human Research Protections

The Tower Building

1 101 Wootton Parkway,

Suite 200

Rockville. MD 20852

To Whom It May Concern:

On behalf of the American Historical Association(AHA), I thank the Office for Human

Research Protections for inviting comments on "Categories of Research That May Be

Reviewed by the Institutional Review Board Through an Expedited Review Procedure"

[Federal Register: October 26, 2007 (Volume 72, Number 207)]. The AHA is the primary

professional association for historians in the United States, incorporated by Congress in

1889 for the promotion of historical studies and the dissemination of historical research.

In that capacity, we write on behalf of the 15,000 members and 3,000 institutions we

represent to express our concern about the changes proposed in expedited review

category 5, and ask that "oral history" be removed from the language in expedited review

category 7.

We approach the proposed changes with deep concern. Not because we doubt the good

intentions of the staff at OHRP or the members of Secretary's Advisory Committee on

Human Research Protections who have offered this proposal, but based on our long and

unhappy experience with the way these policies have bean implemented, In that light, we

find the proposed changes to category 5 deeply troubling for the discipline of history and

fear that, if implemented, the changes would severely limit our ability to collect

information about the present and recent past for historians in the future.

As we read the proposal, the change to category 5 could potentially bring the collection

of oral histories as well as web-based archival collection projects such as George Mason

University's September 11 Digital Archive( online at http://911 digitalarchive.org) more

firmly under IRB purview. The current language, as we read it (and judging from

discussions with scholars in our field, as some IRB's understand it), leaves an opening to

view such projects as exempt. The new language appears to remove that exemption by

failing to include category (c)-“Research involving materials (data, documents, records,

or specimens) that.. .will be collected solely for nonresearch purposes - among the items

that may be exempt from the regulations for the protection of human subjects. At the

same time, this also seems to invite further scrutiny and oversight over the use of

materials gathered by other scholars and projects, and placed on deposit in an oral history

archives. Within our discipline, the research/nonresearch distinction that OHRP makes in

this category is not appropriate to oral history. The proposed change also seems to

contradict current regulations, insofar as they state that "research involving the collection

or study of existing data" is exempt from review (paragraph 46.101 (b) (4).

In 1998, the AHA joined a number of other historical organizations in proposing the

inclusion of oral history among the expedited categories. After seeing how the addition of

oral history has been implemented in practice, we now deeply regret that

recommendation and ask that it be reversed. In practice, many oral historians have

discovered that IRBs are typically comprised of faculty with no expertise in oral history

methods, and who insist on scrutinizing oral history projects using standard scientific

protocols. As a result, oral historians report that IRBs are applying rigid research criteria

that are fundamentally at odds with oral history practices - insisting on specific sets of

questions, for instance (and thereby suppressing the opportunity for dialogue, which is a

vital part of the interview process), and occasionally insisting on the confidentiality of the

sources (even though the interviewee's particular knowledge is often the purpose of the

interview and precisely why it would be of value to current and future historians). This is

made even more troubling by the application of vague and inconsistent notions about the

potential harm that can be done by oral history interviews. In same cases the IRBs

suggest it is the trauma of reliving a bad experience, in others, the potential personal or

legal jeopardy to interviewees or their surviving relatives. Over the past seven years, the

AHA has made a number of efforts to clarify or reverse the policy of using IRBs to

regulate oral history, first by working with OHRP to clarify their policy, and then by

encouraging history departments to engage the IRBs at their home institutions and clarify

these policies at the local level. Despite all these efforts, an AHA staff survey in 2006

found a patchwork of institutional policies that reflect substantial problems in the way

federal policies are translated into practice at the college and university level.1
As implemented by many institutional review boards, expedited review of oral history

and elements of the Common Rule conflict with the essential canons of our practice. At

times information in an interview, if made public, could indeed, in the language o 45

CFR 46, "reasonably place the subjects at risk of criminal or civil liability or be

damaging to the subjects' financial standing, employability, or reputation," Yet

historians' deepest responsibility is to follow the evidence where it leads, to discern and

make sense of the past in all its complexity; not to protect individuals from the possible

_________________

1 Our previous studies were reported in Robert B. Townsend et al., "Oral History and Review Boards: Little Gain and More Pain," Perspectives (February 2006) available online at

http://www.historians.org/perspectives/issues/2006/0602/0602new1.cfm. and Robert B. Townsend and Meriam Belli, "Oral History and IRBs: Caution Urged as Rule Interpretations Vary Widely." Perspectives (December 2004) available online at

http://www.historians.0rg/Perspectives/2004 /0412/0412new4.cfm.

____________________

repercussions of past mistakes or misdeeds. In this we are akin to journalists and unlike

medical professionals, who are indeed enjoined to do no harm.

We believe that "oral history" should therefore be removed from category 7 and

explicitly exempted from IRB review. Given our research into the way these policies are

infringing on historical research that poses minimal risk of harm, we side with the recent

recommendation from the American Association o f University Professors, that "research

on autonomous adults whose methodology consists entirely in collecting data by surveys,

conducting interviews, or observing behavior in public places, be exempt from the

requirement of IRB review - straightforwardly exempt, with no provisos, and no

requirement of IRB approval of the exemption.”2 However well meaning and well

intentioned the original decision to include oral history in Category 7, in practice, the

application of these rules to oral history are not appropriate and fundamentally impede

and abridge scholarly work in our discipline. The proposed changes to category 5 seem to

increase the likelihood that the harm being done to current members of our profession

will be extended to future generations, as the simple gathering and use of such materials

will become more circumscribed and difficult.

We thank you for inviting comments on the proposed revisions, and are available for any

further comments or clarifications of these remarks.

Sincerely,

Arnita A, Jones,

Executive Director

_________________________

2 The report from the AAUP, “Research on Human Subjects: Academic Freedom and the Institutional

Review Board (2006)" is available online at http://www.aaup.org/AAUP/comm/rep/A/humansubs.htm.
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CDC thanks OHRP for the opportunity to comment on a proposed amendment to item 5 of the categories of research that may be 

reviewed by the institutional review board (IRB) through an expedited review procedure, and to provide comments on the entire current list of expedited review categories.   Although the deadline for submission of comments has passed, we ask OHRP to please accept and review the following comments, the submission of which was delayed by holiday interruptions.  CDC staff express their appreciation for OHRP’s effort to provide needed clarification of expedited review category 5, and support the proposed revision.  CDC staff also support SACHRP’s recommendation to revise expedited review category 7, as described in the Federal Register Notice dated October 26, 2007.  

CDC staff offer the following remarks on expedited review in general and on additional expedited review categories:

Criteria for expedited review: With respect to element C of the applicability criteria stated in the preamble to the November 1998 Federal Register list of expedited review categories,* CDC staff request clarification on what constitutes "reasonable and appropriate protections" that would need to be implemented related to privacy and breach of confidentiality to reduce level of risk to no greater than minimal.   For example, are there circumstances under which human subjects research involving HIV testing and/or collection of linked HIV status can be expedited?

*Element (C)  reads, " The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects= financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal."

Categories 3 and 4:  CDC notes that in most cases, it is fairly straightforward to determine what constitutes a “non-invasive” procedure for categories 3 (collection of biological specimens) and 4 (collection of other data).  However, there is some disagreement over whether certain procedures are invasive, ranging from Pap smears through various types of tissue biopsies, e.g., dermal, rectal, and colposcopic biopsies.  Does invasiveness depend on the amount or type of tissue collected, or upon the extensiveness of standard post-procedural recovery care?  While category 4 does specify that non-invasive data collection means procedures not requiring general anesthesia or sedation, it is not clear whether this is intended to apply to collection of specimens with respect to category 3 as well.  Category 4 lists as an example of non-invasive activities “physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject.”  What is a "significant" amount of energy?   The example appears to apply to procedures such as an EKG, but does it apply also to electromyography/nerve conduction studies?  CDC staff request clarification on what constitutes an invasive procedure, with respect to both categories 3 and 4.

Finally, with respect to category 4, some CDC staff suggest that OHRP consider expanding category 4 to permit studies involving limited x-ray procedures to become eligible for expedited review.  Many CDC studies involving exposure to x-rays have been determined by CDC’s IRBs to be minimal risk, because the exposure levels are orders of magnitude below what is considered a "safe" dose, which is orders of magnitude below a level demonstrated to cause adverse effects.  CDC affirms that the restriction exists for good reason.    CDC staff suggest that OHRP consider creating upper limits for the restriction, such as those provided for blood draws.  For example, different x-ray exposure limits could be set for healthy non-pregnant adults, for children, and for other appropriate categories.

Sincerely, 

Mary Leinhos, PhD

Acting Manager, Human Research Protection Office

US Centers for Disease Control and Prevention

1600 Clifton Rd NE, MS D-73

Atlanta, GA 30333

Phone:                   404.639.4601

Fax:                        404.639.4901

Mleinhos@cdc.gov 
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January 8,2008

Mr. Glen Drew,

Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

Dear Mr. Drew:

On behalf of the Federation of American Societies for

Experimental Biology (FASEB), I would like to thank you for the

opportunity to comment on the Office of Human Research

Protections' (OHRP) proposed changes to the Categories of

Research That May Be Reviewed by the Institutional Review Board

Through an Expedited Review Procedure. Comprised of 2 1

scientific societies and 80,000 biomedical researchers, FASEB

recognizes the obligation to protect the health and well being of

human research participants. We are grateful, therefore, for

OHRP's efforts both to safeguard individuals who participate in

research studies and to facilitate the progress of science when

minimal risk to those participants is involved.

FASEB greatly appreciates OHRP's proposal to clarify and expand

the types of research that may be reviewed by institutional review

boards through an expedited review procedure. In particular, we

support modifying expedited review category five to clarify that

this category includes research involving materials that were

previously collected for either non-research or research purposes.

Likewise, FASEB supports OHRP's proposal to include research

on affective states and interpersonal characteristics, as well as

research employing methods commonly used in social, behavioral,

epidemiologic, health services, and educational research in

expedited review category seven.

These modifications will accelerate the review of minimal-risk

clinical research proposals while ensuring that the safety of human

research participants remains a top priority. Thank you once again

for giving FASEB the opportunity to comment on these changes.

Sincerely,

Robert E. Palazzo

FASEB President
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From: Bienstock, Carol

Sent: Friday, October 26, 2007 1:50 PM

To: Banchik, Rebecca; Beardsley, Scott; Caruso, Suzanne; Jankauskas, Stacy; Jennex, Lori; Lally, Rachel; Meirowitz, Eliana; Ng, Jenny-pingling; Rubinstein, Ari; Sunland, Elena; Martin, Glenn (MSSM-Imail); Silverstein, Jeff (MSH); Wilets, Ilene

Subject: FW: Request for Comments on Categories of research that may be reviewed by the institutional review board (IRB) through an expedited review procedure.

I'm sure we can think of a few comments!

Carol Bienstock, CIP, CCRC

Director of Administrative and Regulatory Affairs Program for the Protection of Human Subjects Mount Sinai Medical Center

(212) 659-8980

I know this feedback is late, but figured it wouldn't hurt to send it anyway.

Further explanation of expedited #1 is needed-- clarification is needed about the minimal risk standard for drugs/devices not under an IND, when the actual clinical risk of the use of the drugs/devices is not minimal but the research component (e.g. randomization) does not add significantly to the clinical risk.  There also has been some concern raised that altering the method of selection of approved medications may not be minimal risk (such as the order in which psychiatric drugs are tried on a patient's disorder); this scenario  may require more expertise & context than it appears to on the surface even though all the drugs are approved for a certain disorder, and therefore don't require an IND.

Also, regarding Exped 5, it does not cover prospective research that is minimal risk, and since it does not do so, things that do not fall into another expedited category (e.g. surveys or prospective collection of medical record info) seem to fall onto Expedited 7, which appears to be a "catchall" for all other prospective research that does not fall into another expedited category but is still minimal risk.

Lastly, expedited 2 seems to need some clarification about how the context of clinical blood draws relate to research blood draws.  If the research blood draw is still within specified limits but is in the context of an additional blood draw for clinical reasons, that may affect the overall risk level.  

Thank you for consideration of this feedback.  Feel free to call/email me with any additional questions/clarifications.

Carol Bienstock, CIP, CCRC

Director of Administrative and Regulatory Affairs Program for the Protection of Human Subjects Mount Sinai Medical Center

(212) 659-8980

-----Original Message-----

From: Office for Human Research Protections (OHRP) [mailto:OHRP-L@LIST.NIH.GOV] On Behalf Of Glen Drew

Sent: Friday, October 26, 2007 1:29 PM

To: OHRP-L@LIST.NIH.GOV

Subject: Request for Comments on Categories of research that may be reviewed by the institutional review board (IRB) through an expedited review procedure.

Request for Comments on Categories of research that may be reviewed by the institutional review board (IRB) through an expedited review procedure.

The Office for Human Research Protections (OHRP) is requesting comments on a proposed amendment to item 5 of the categories of research that may be reviewed by the institutional review board (IRB) through an expedited review procedure, last published in the Federal Register on November 9,

1998 (63 FR 60364, at http://www.hhs.gov/ohrp/documents/110998.pdf).  It has come to OHRP's attention that there has been confusion in the research community about expedited review category 5.  OHRP is proposing to amend expedited review category 5 to clarify that the category includes research involving materials that were previously collected for either nonresearch or research purposes, provided that any materials collected for research were not collected for the currently proposed research.  Expedited review category 5 also includes research involving materials that will be collected solely for nonresearch purposes.  

In addition, OHRP is requesting comments on the entire expedited review list that was last published in the Federal Register on November 9, 1998

(63 FR 60364) to determine if other changes are needed.  OHRP is also specifically requesting comments on the Secretary's Advisory Committee on Human Research Protections recommendation to  revise expedited review category 7.

As required under 21 CFR 56.110(a), FDA also will publish in the Federal Register a list of categories of research that may be reviewed by the IRB through an expedited review procedure.  FDA intends to issue the list concurrently with OHRP's issuance of its final notice, and in compliance with 21 CFR 10.115 (good guidance practice regulations).

This approach maintains FDA's practice of moving in tandem on this issue with OHRP.

Submit written or electronic comments on this notice by December 26, 2007. 

Written comments may be sent to EXPEDITED REVIEW, Office for Human Research Protections, The Tower Building, 1101 Wootton Parkway, Suite 200, Rockville, MD 20852.  Comments also may be sent via e-mail to expeditedreviewohrp@hhs.gov, or via facsimile at 301-402-2071.  Comments received within the comment period, including any personal information provided, will be made available to the public upon request. The notice can be accessed at: http://www.hhs.gov/ohrp/documents/20071026.htm. 

December 18, 2007








Glen Drew


Office for Human Research Protections


The Tower Building


1101 Wootton Parkway, Suite 200


Rockville MD  20852





SUBJECT:  Expedited Review:  Categories of Research that May Be Reviewed by the Institutional Review Board Through and Expedited Review Process





Dear Mr. Drew:





The Council on Governmental Relations (COGR) is an association of more than 175 research universities and their affiliated academic medical centers and research institutes.  COGR concerns itself with the influence of federal regulations, policies, and practices on the performance of research and other sponsored activities conducted at its member institutions.   COGR’s member institutions perform a significant portion of the human subject research in the United States, p particularly those studies that fall within the expedited review categories.  These studies carrying no more than minimal risk or reflecting minor changes in previously approved studies are conducted across campuses engaging life, social and behavioral sciences researchers.  





We support the revision to Category 5 and suggest a minor modification at the end of the proposed section (5)(b) to read “and/or” to accommodate mulit-component research protocols.





We strongly support the revisions to Category 7 and urge the Office for Human Research Protections (OHRP) and the Secretary’s Advisory Committee for Human Research Protections to consider if and to what extent the research described in Category 7 can and should be incorporated into the list of categories of research exempt from regulations at 45 CFR 46.101(b).  





In response to the request for comments on the entire expedited review list we offer the following suggestions:














� In 2003, the National Research Council (NRC) Panel on Institutional Review Boards, Surveys, and Social Science Research provided an excellent analysis of the current situation and gave constructive recommendations on minimal risk research and exempt and expedited review in Protecting Participants and Facilitating Social and Behavioral Sciences Research  (see especially chapter 4). In 2004, the Social and Behavioral Sciences Working Group specifically advanced a working paper to OHRP on Institutional Arrangements for Reviewing Exempt, Expedited, or Other Research and Research-Related Activities. While this report was directed to institutions so that they could operate more effectively, without acknowledgement of the value of doing so from OHRP, institutions are not likely to modify their practices. (The SBS Working Group was originally established by the National Human Research Protections Advisory Committee [NHRPAC] and subsequently continued with contractual support from the National Institutes of Health Office of Behavioral and Social Sciences Research.)   





� I believe IRBs need significant guidance to properly utilize this category.  I imagine we have studies that qualify for this category, but we are unsure about this category and therefore “play it safe” by sending them to full board.  


It seems as though this category would work best under a “relative risk” model; a model that is endangered if not extinct.  I suspect the number of drugs that could qualify under the “Absolute Risk” model as presenting Minimal Risk to participants is quite low.  


�We have encountered research that involved an IND or an IDE for investigational diagnostic assays that were not being used for diagnostic purposes.  In these cases, the only risks to the participant are those of a blood draw.  There should be an exception for this category that if the IND (or IDE) product poses no risk to the participant, the study may qualify for Expedited review.  


�Propose replacing the term “subject” with “research participant” or  just “participant”.


�Many studies now utilize venous catheters when there are a number of blood draws to be done (e.g., pharmacokinetic studies).  Use of the catheter reduces the number of sticks, thus reducing participant risk and discomfort.  Please consider including the use of a venous catheter  to allow collection frequencies in excess of 2 times per week. 


�A definition of “noninvasive” would be extremely helpful.


�Please clarify if a procedure such as a pelvic exam would be considered “noninvasive” to collect samples (such as for a Pap Smear).


�Are these the only parameters for defining “noninvasive”?  If so, would biopsies (skin, fat, or muscle) qualify as noninvasive?


�I do not understand the exclusion of procedures involving x-rays.  There are many x-ray procedures that carry minimal risk to the participant.  I propose that OHRP remove this exclusion.  


�I support OHRP’s revision of this category.


�Propose modifying to read “all remaining research-related interventions pose minimal risk to participants”.  


�Clarify that the “no subjects have been enrolled” applies only to the local site, but that the “no additional risks have been identified” applies to all participating sites.


�This category would only apply when the data analysis includes identifiable data because once the data is de-identified the study may be closed.
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