Attachment 11 - Research Ethics Review Board Approval Notice

Date: May 10, 2017

From:  Arialdi Minifio, M.P.H.
Chair, NCHS Research ERB
James Craver, M.A.A.
Vice Chair, NCHS Research ERB

To: Sarah Joestl, Ph.D.

Marcie Cynamon, M.A.

Subject: Continuation of Protocol #2015-08 National Health Interview Survey

The NCHS Research Ethics Review Board reviewed the request for the continuation of Protocol 2015-08
National Health Interview Survey at the April 19, 2017 convened Board meeting, using the review process
based on 45 CFR 46. Protocol #2015-08 is approved for the maximum allowable period of one year.

ERB approval of protocol #2015-08 will expire on 06/12/18.

If it is necessary to continue the study beyond the expiration date, a request for continuation approval
should be submitted about 6 weeks prior to 06/12/18.

There is no grace period beyond one year from the last approval date. In order to avoid lapses in
approval of your research and the possible suspension of subject enrollment, please submit your

continuation request at least six (6) weeks before the protocol's expiration date of 06/12/18. It is
your responsibility to submit your research protocol for continuing review.

Any problems of a serious nature resulting from implementation of these changes should be brought to
the attention of the Research ERB, and any additional proposed changes should be submitted for IRB

approval_before they are implemented.

Please submit "clean" copies of the revised protocol, consent forms, and any other revised materials to
this office for the official protocol file.

Please call me or Andrea MacKay, M.S.P.H., if you have any questions.
Arialdi Minifio, M.P.H.
Chair, NCHS Research ERB

James Craver, M.A.A.
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TROUBLESHOOTING PROTOCOL SUBMISSIONS TO THE RESEARCH ERB

The following guidelines are intended to help investigators streamline the protocol review process. These
guidelines draw attention to the issues that most commonly hold up approval of protocols or make review
of protocols less efficient.

1. Informed consent principles: Review the informed consent process to ensure that it adheres to the
following three principles. (See the regulations for the protection of human subjects [45 CFR 46] at
http://ohrp.osophs.dhhs.gov/humansubjects/quidance/45cfr46.htm.)

A. Voluntariness. The statement that participation is voluntary should be included in all means
of contact with participants, including informed consent, advance letters, etc.

B. Comprehension. Specify the literacy level of informed consent documents. The readability
function in a word processing package may be used to determine literacy level. Suggestions
for improving the literacy level are available (see http://intranet.cdc.gov/od/ads/hsrdocs.htm
for the Guide for Writing Consent Documents). Include a justification for informed consent
documents with a reading level greater than gh grade.

The board believes that it is important to avoid vernacular when conveying information to
research participants, especially when conveying the basic elements of informed consent.
The most common example of jargon is: “you may ‘skip/pass’ on any question.” Please
clearly state in consent materials that participants “may choose not to answer any question.”

C. Avoid coercive language. Avoid exaggerated statements about the benefits of the research
to society. Also, avoid statements about payments for participation, for time, or for effort.
The board prefers “token of appreciation” as a less coercive approach when remuneration is
offered.

2. Basic elements of informed consent: A checklist of basic elements of informed consent is available
at http://intranet.cdc.gov/od/ads/hsrchklist.htm. For NCHS research, the following elements are expected:

1. Statement that the study involves research.

2. Purpose of the research.

3. Duration of participation.

4. Description of the procedures to be followed.

5. Description of foreseeable risks.

6. Description of expected benefits to the participant.

7. Statement that participation is voluntary.

8. Statement that refusal to participate will involve no loss of benefits.

9. Statement that participation can be discontinued at any time.

10. Statement about the extent to which confidentiality will be maintained.
11. Explanation of whom to contact with questions about the research and/or with questions

about subjects’ rights.

3. Explanation of whom to contact with questions about subjects’ rights: The Research ERB
suggests that the following language be used in advance letters and consent forms to provide the
telephone number of the Research ERB. Researchers with active protocols may add this language at
their earliest convenience; an amendment request is not necessary:

You may have questions about your rights as a participant in this research study. If so, please
call the Research Ethics Review Board at the National Center for Health Statistics, toll-free, at 1-
800-223-8118. Please leave a brief message with your name and phone number. Say that you
are calling about Protocol # . Your call will be returned as soon as possible.
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4. Requests for waivers of informed consent: Under certain circumstances, informed consent can be
waived in whole or in part if justified. When necessary, request and justify a waiver for informed consent
(e.g., linkage of survey results to other records), for documentation of informed consent (e.qg., telephone
surveys), or for individual elements of informed consent (e.g., when no direct benefits of participating
exist). Justifications for waivers and alterations must address certain criteria. See 45CFR46 part 46.116
and 46.117: http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm#46.116.

5. Confidentiality protections: For surveys, the primary risk to participants is typically the social and
psychological harm that can result from release of identifiable data. This risk can be mediated or
ameliorated by proper confidentiality protections. Please provide the Research ERB with the methods for
ensuring confidentiality before data reach NCHS. The ERB should also be informed if identifiable data
are to be shared with collaborators outside NCHS. For shared identifiable data, the ERB will confirm that
the informed consent is appropriate, that collaborators understand the confidentiality requirements, and
that collaborators understand any limitations in data use. If the collaborators are researchers within an
administrative, investigative, or regulatory agency, the ERB must also review any plans to ensure that
identifiable data are used appropriately.

6. Foreign language translation: Please provide the Research ERB with documentation of certification
and/or credentials for translators involved in translating informed consent documents and questionnaires.
Translated documents and questionnaires should also be submitted to the ERB for review with readability
and reading grade level specified. Translated informed consent documents should also be at a reading
level no greater than gh grade. Include a justification for translated informed consent documents with a
reading level greater than gh grade.

7. Completeness of protocol: Check that all elements of recruitment, participation, and data collection
are included in the protocol. Two elements common to NCHS research that are sometimes forgotten are:

A. Quality control procedures during data collection. For example, if audiotapes of interviews
are sometimes used to evaluate interviewers, information provided to the participants about
the audiotaping (e.g., the purpose, limited access to the tapes, confidentiality and
voluntariness provisions) should be included.

B. Non-response follow-up letters, refusal conversion procedures, and refusal conversion
scripts.

8. Clarity of protocol survey content and flow:

A. Make questionnaires and skip patterns as clear as possible (i.e., use CAPHlite).

B. Number pages consecutively from the beginning of the protocol to the end, including
attachments.

C. Include units when referring to subject age (e.g., years, months).

D. If data are still being collected, please include the consent documents in the submission
package when submitting continuations of or amendments to previously approved protocols.
Consent documents are reviewed even when the amendment does not propose any changes
to the informed consent process.

E. Please include a brief summary or abstract of the project when submitting continuations of or
amendments to previously approved protocols. Some ERB members reviewing the
continuations or amendments may not have been involved in the review of the original
protocols.

9. Funding: The cover page for ERB submissions requests information concerning the funding of the
data collection. In this section, please provide the ERB with information about how CDC is funding the
data collection. For many NCHS research projects, this involves a contract with an outside research
organization (e.g., Westat, RTI, Abt Associates, University of Michigan). In this section, do not include
information about how CDC received the funds to do the research. Rather, please specify how the funds
are leaving CDC. Information about how CDC received the funds to do the research (e.g., interagency
agreements with other Federal agencies) should be included in the protocol rather than the cover page.
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Vice Chair, NCHS Research ERB



