ECHN INSTITUTIONAL REVIEW COMMITTEE
Request for Exemption from Continuing IRC Review
EASTERN CONNECTICUT HEALTH NETWORK
71 Haynes Street, Manchester, CT 06040
(860) 646-1222, ext. 2084, dpatel@echn.org; sgusy@echn.org

Section I: Does this Form Apply?
Indicate “Yes” or “No”
Are you conducting research involving prisoners?
Are you conducting research involving the use of deception?
Are you recording data in such a way that it can be linked to the
participants?
Are you conducting research involving direct interaction with
children?
Are you audio or videotaping participants?
Are you specifically recruiting HIV+ individuals?
If you indicated YES to any of the above questions, your study may not meet the criteria for Exempt Review (per 45 CFR
46.101(b) and/or IRC policy). PLEASE CONTACT THE IRC OFFICE BEFORE PROCEEDING.

ECTION II: General Information
Nature of Study:
(Place an “X” in the
column. Check only
one.)

Faculty Research
Resident/Med Student
Research
Masters Thesis

Graduate Research
Undergraduate Research
Other

Study Title:

Principal Investigator Information:
Name (First, Last, Degree):___________________________________________________________________
Department: ______________________________________________________________________________
Mailing Address: ___________________________________________________________________________
Phone #: _________________________________________________________________________________
E-mail address: ____________________________________________________________________________
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Co-Investigator(s) Information: (add additional co--investigators, if necessary)
Name (First, Last, Degree):___________________________________________________________________
Department: ______________________________________________________________________________
Mailing Address: ___________________________________________________________________________
Phone #: _________________________________________________________________________________
E-mail address: ____________________________________________________________________________

Student/Resident Researcher(s) Information: (add additional student researchers, as
necessary)
Name (First, Last, Degree):___________________________________________________________________
Department: ______________________________________________________________________________
Mailing Address: ___________________________________________________________________________
Phone #: _________________________________________________________________________________
E-mail address: ____________________________________________________________________________

Other study personnel:
Name (First, Last, Degree):___________________________________________________________________
Department: ______________________________________________________________________________
Mailing Address: ___________________________________________________________________________
Phone #: _________________________________________________________________________________
E-mail address: ____________________________________________________________________________

Section II: Collaborating Institutions/Facilities and Other IRB Reviews
Will the research be conducted only at ECHN with no involvement of a collaborating institution?
___ Yes ___ No (If yes, skip to Section III)
Name of Institution

Describe Involvement

IRB Approval/Site Permission
Attached?

Provide additional comments as needed:
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If the PI, Student Researcher or other Key Personnel has an affiliation/appointment with an Institution listed
above, please explain:

SECTION III: Funding
It is the responsibility of the Principal Investigator to notify the IRC if the funding source changes.

Funding Source:

Awards (internal or external)
Faculty Grants (Large/Small)

Funding Source:

Unfunded

Department Funds
Investigator out-of-pocket

SECTION IV: Conflict of Interest (only required for externally funded research)
At the time of protocol submission to the IRC, the investigators may be required to submit a significant financial
conflict of interest form. For additional information, please contact Susan Gusy, IRC Coordinator,
sgusy@echn.org.

SECTION V: Categories of Exemption
Please check the applicable category below and provide the information requested. Regarding the purpose of
the study, please state the reason for the study, the research hypothesis, and the goals of the proposed study
as related to the research question(s).
Category 1 [45 CFR 46.101(b)(1)] Research conducted in established or commonly accepted educational
settings, involving normal educational practices, such as (i) research on regular and special education
instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional
techniques, curricula, or classroom management methods.

1) Describe the purpose of the study
2) Describe the target population, including the expected number of subjects and expected
duration of the study
3) Describe the educational setting of the research and the practices that will be studied
4) Describe the location of the study.
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Category 2 [45 CFR 46.101(b)(2)] Research involving the use of educational tests (cognitive,
diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public
behavior, unless the information is obtained and recorded in such a manner that the human subjects
can be identified, directly or through identifiers linked to the subjects; and any disclosure of the human
subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil
liability or be damaging to the subjects’ financial standing, employability, or reputation.
This exemption regarding educational tests is applicable to minor subjects. However, this exemption
for research involving survey or interview procedures or observations of public behavior does not
apply to research involving minors, except for research involving observation of public behavior
when the investigator(s) do not participate in the activities being observed.
Note: This exempt category will require a waiver of HIPAA Authorization whenever the researcher
does not have a direct healthcare relationship with the potential subjects and wishes to view
identifiable records or samples. The waiver, if approved by the IRC, will allow you to access
Protected Health Information (PHI) without authorization from the subjects. To request the HIPAA
waiver, complete question 8.
1) Describe the purpose of the study
2) Describe the target population including the expected number of subjects and the
expected duration of the study
3) Describe the location of the study.
4) Describe the procedures that will be used to recruit subjects, obtain consent, research
authorization (or waiver), and conduct the research. Include the text that will be used for
recruitment. Attach a copy of the written consent or research authorization form, if used.
If written consent will not be used, give the text of the verbal statement used to obtain
consent/assent. If requesting a waiver of HIPAA authorization, complete question 8.
5) Clarify whether data will be recorded with or without identifiers
6) Clarify whether disclosures will place the subjects at risk of criminal or civil liability or
be damaging to the subjects' financial standing, employability, or reputation
7) Submit the survey(s), instrument or interview questionnaire that will be used.
8) Request for waiver of HIPAA authorization:
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Describe why it would be impracticable to obtain the subject’s authorization for
use/disclosure of this data;
By signing this request for exemption, the investigator assures that the protected health
information for which a waiver of Authorization has been requested will not be reused or
disclosed to any person or entity other than those listed in this application, except as
required by law, for authorized oversight of this research study, or as specifically
approved for use in another study by the IRC.

IRB-5 Request for Exemption Protocol Application, Version 10/2010

5

Category 3 [45 CFR 46.101(b)(3)] Research involving the use of educational tests (cognitive,
diagnostic, aptitude, achievement), survey procedures, or observation of public behavior that is not
exempt under item (2) above; if the human subjects are elected or appointed public officials or
candidates for public office; or federal statute(s) require without exception that the confidentiality
of the personally identifiable information will be maintained throughout the research and
thereafter.
Note: This exempt category will require a waiver of HIPAA Authorization whenever the
researcher does not have a direct healthcare relationship with the potential subjects and wishes
to view identifiable records or samples. The waiver, if approved by the IRC, will allow you to
access Protected Health Information (PHI) without authorization from the subjects. To request
the HIPAA waiver, complete question 8.
1) Describe the purpose of the study
2) Describe the target population including the expected number of subjects and the
expected duration of the study
3) Describe the location of the study.
4) Describe the procedures that will be used to recruit subjects, obtain consent, research
authorization (or waiver), and conduct the research. Include the text that will be used for
recruitment. Attach a copy of the written consent or research authorization form, if used.
If written consent will not be used, give the text of the verbal statement used to obtain
consent/assent. If requesting a waiver of HIPAA authorization, complete question 8.
5) Clarify whether data will be recorded with or without identifiers
6) Clarify whether disclosures will place the subjects at risk of criminal or civil liability or
be damaging to the subjects' financial standing, employability, or reputation
7) Submit the survey(s), instrument or interview questionnaire that will be used.
8) Request for waiver of HIPAA authorization:
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Describe why it would be impracticable to obtain the subject’s authorization for
use/disclosure of this data;
By signing this request for exemption, the investigator assures that the protected health
information for which a waiver of Authorization has been requested will not be reused or
disclosed to any person or entity other than those listed in this application, except as
required by law, for authorized oversight of this research study, or as specifically
approved for use in another study by the IRC.

1)

Category 4 [45 CFR 46.101(b)(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.

“Existing” is a key word here. It means that all the data, documents, etc. must already exist when
the study is started. Note that any use of additional research material collected after research is
initiated will disqualify the study from exempt status. This category solely applies to retrospective
data collection, or use of existing samples. Also, “identified” or “linked” are key words when using
sources that are not publically available. Unless the data is publically available, the investigator
must not record any identifiers.
Note: This exempt category will require a waiver of HIPAA Authorization whenever the researcher
does not have a direct healthcare relationship with the potential subjects and wishes to view
identifiable records or samples. The waiver, if approved by the IRC, will allow you to access
Protected Health Information (PHI) without authorization from the subjects. To request the HIPAA
waiver, complete question 8.
1) Is an investigational drug or device being used to test the specimens in this research?
Yes

No
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If you answered yes to this, under FDA regulations an exemption from IRC review cannot be
given. You must complete a full ECHN IRC Initial Protocol application.
2) Describe the purpose of the study
3) List the information that will be recorded. Only those items listed on this application may
be recorded.
4) Describe where the data/documents, records or specimens will be obtained from
5) Describe the target population, including the expected number of subjects and expected
duration of the study
6) Describe how data will be recorded so that subjects will not be identified
7) Describe the procedures that will be used.
8) Request for waiver of HIPAA authorization:

Describe why it would be impracticable to obtain the subject’s authorization for
use/disclosure of this data;
By signing this request for exemption, the investigator assures that the protected health
information for which a waiver of Authorization has been requested will not be reused or
disclosed to any person or entity other than those listed in this application, except as
required by law, for authorized oversight of this research study, or as specifically
approved for use in another study by the IRC.
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Category 5 [45 CFR 46.101(b)(5)] Research and demonstration projects which are conducted by or
subject to the approval of department or agency heads, and which are designed to study, evaluate, or
otherwise examine methods and procedures of public benefit or service programs. (For example, a
study of identifiable welfare data.)
NOTE: The following criteria must be satisfied to invoke the exemption for research and
demonstration projects examining “public benefit or service programs”:
 The program under study must deliver a public benefit (e.g., financial or medical benefits as
provided under the Social Security Act) or service (e.g., social, supportive, or nutrition
services as provided under the Older Americans Act).
 The research or demonstration project must be conducted pursuant to specific federal
statutory authority.
 There must be no statutory requirement that the project be reviewed by an Institutional
Review Board (IRB).
 The project must not involve significant physical invasions or intrusions upon the privacy
of participants.
1) Describe the purpose of the study
2) Describe the location of the study.
3) Describe the target population, including the expected number of subjects and expected
duration of the study
4) Describe the programs, and/or benefits or services that will be studied, evaluated or
examined
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Category 6 [45 CFR 46.101(b)(6)] Taste and food quality evaluation and consumer acceptance
studies, if wholesome foods without additives are consumed, or a food is consumed that contains a
food ingredient at or below the level and for a use found to be safe, or an agricultural chemical or
environmental contaminant at or below the level found to be safe, by the FDA or approved by the
Environmental Protection Agency (EPA) or the U. S. Department of Agriculture (USDA).
This category applies to those studies that do not involve the consumption by the subject of any
type or volume of food that has any potential risk such as indigestion or vitamin deficiencies.
This implies that the food ingested be considered a reasonable eating pattern. A study that
involves the use of alcoholic beverages, vitamins, or supplements does not qualify as exempt from
the IRC review.
1) Describe the purpose of the study
2) Describe the location of the study.
3) Describe the target population, including the expected number of subjects and expected
duration of the study
4) Describe the research activities that will be conducted
5) Describe the food and/or food ingredient being studied

IRB-5 Request for Exemption Protocol Application, Version 10/2010

10

SECTION VI: Additional Study Details
What are the benefits of the research to participants and to society?

Are there any economic considerations (i.e., gift certificate, cash payment or class extra credit)? Explain how
participants will receive economic considerations and remain anonymous. Explain when participants will receive
the consideration.

Explain how data will be recorded in such a way that it can never be linked to the participants (anonymous
data). If you are conducting a survey using the Internet, indicate the specific site hosting the survey and
describe procedures to ensure that the data is not linked to an individual participant (i.e. you are not recording
the subject’s name, e-mail or IP addresses).

Explain how "incidental" findings that arise in the course of research are addressed to ensure the protection of
research participants.

This section should be completed only if you are conducting research with existing (“on-the-shelf”)
data, documents, diagnostic specimens, etc. per 45 CFR 46.101(b)(4):

IRB-5 Request for Exemption Protocol Application, Version 10/2010

11

Describe the nature of the data/specimens. If more than one dataset will be accessed, describe each dataset.

Describe how you obtained the data and attach a copy of any approval letter(s) for use of the data. If the
external institution or agency from which the dataset(s) will be acquired requires a Confidentiality Agreement,
attach one copy of each.

Does the data contain any personal identifying information? If so, describe how you will record the information
in such a way so that subjects cannot be identified.

Informed Consent
Describe how you will obtain informed consent including who will obtain consent, where and when it will be obtained, and
how much time participants will have to make a decision. Will participants provide ORAL or WRITTEN consent? Attach a
copy of either the consent form or information sheet. Remember: if you plan to collect anonymous data, it may not be
appropriate to ask participants to sign a consent form. In that case, obtain oral consent and provide participants with an
information sheet (see Information Sheet instructions). Complete the section below, “Waiver of Signed Consent”.

Waiver or Alteration of Consent
The IRB may waive or alter the elements of consent in some minimal risks studies. If you plan to request either a waiver of
consent (i.e., participants will not be asked to give consent), an alteration of consent or a waiver of signed consent (i.e.,
participants will give consent only after reading an information sheet), please answer the following questions using specific
information from the study:

Waiver of consent (i.e. participants will not be asked to give consent):
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Why is the study considered to be minimal risk?



How will the waiver affect the participants’ rights and welfare?



Why would the research be impracticable without the waiver?



How will important information be returned to the participants, if appropriate?

Waiver of signed consent (i.e. participants give consent only after reading an information sheet):


Why is the study considered to be minimal risk?



Does a breach of confidentiality constitute the principal risk to participants?



Would the signed consent form be the only record linking the participant to the research?
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Does the research include any activities that would require signed consent in a non-research
setting?

SECTION VII: Required Attachments:
1. Human Subject Training Certificate(s)
2. Letter of support from Department/Section Head
3. Conflict of Interest Questionnaire (if applicable)
4. Curriculum Vitae (if applicable)
5. Copies of surveys/interview questions (if applicable)
Principal Investigator Certification
I understand the ECHN IRC's policies concerning research involving human participants and I agree:
1. To comply with all IRC policies, decisions, conditions, and requirements;
2. That this study has been designed, to the best of my knowledge, to protect human participants engaged
in research in accordance with the standards set by the ECHN, the United States Department of Health
and Human Services, the Food and Drug Administration, and any other sponsoring agency;
3. To obtain prior approval from the IRC before amending the research protocol or the approved
consent/assent form;
4. To report to the IRC in accordance with IRC policy, any adverse event(s) and/or unanticipated
problem(s) involving risks to participants;
5. To submit the Re-Approval/Completion Form as needed;
6. That my participation and the participation of any co-investigators does/do not violate ECHN policy on
Conflicts of Interest in Research;
7. That each individual listed as study personnel in this application has a) completed the required human
subjects training, and b) are knowledgeable of the study procedures described in the protocol;
8. That each individual listed as study personnel in this application possesses the necessary training and
experience for conducting research activities in the role described for them in this research study.
Furthermore, by signing below, I also attest that I have appropriate facilities and resources for conducting the
study.

Original Signature of Principal Investigator

Date

Original Signature of Student Investigator
(Only for Student-Initiated Research)

Date
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