IRB PRIMARY REVIEWER WORKSHEET – INITIAL & CONTINUING REVIEW 


 Review type:
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The following items must be addressed in your review and presentation to the IRB.  

Reviewer:[image: image4.wmf]

 Date:[image: image5.wmf]

 PI & MIRB ID#:[image: image6.wmf]


· Summary of proposed project:
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· Will some or all of the subjects likely to be vulnerable to coercion or undue influence?  
[image: image8.wmf]YES

        FORMCHECKBOX 
[image: image9.wmf]NO (provide comments below)


Describe reasons for including vulnerable subjects (prisoners, pregnant women, fetuses, children, mentally disabled, economically or educationally disadvantage and those likely to be vulnerable to coercion or undue influence) 
[image: image10.wmf]


· Information concerning additional safeguards to protect the rights and welfare of vulnerable subjects: 
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[image: image12.wmf]No vulnerable subjects will be included


· If some or all of the subjects are likely to be vulnerable to coercion or undue influence, is there an IRB member or consultant present who has reviewed the protocol and is knowledgeable about or experienced with the involved vulnerable population?
If prisoners are included, at least one member of the Board shall be a prisoner, or a prisoner representative with appropriate background to serve in that capacity, except that where a particular research project is reviewed by more than one Board only one Board need satisfy this requirement. 
[image: image13.wmf]YES

        FORMCHECKBOX 
[image: image14.wmf]NO (provide comments below)

(If NO, the protocol cannot be approved. Defer to another meeting when such representation can be obtained.)
[image: image15.wmf]


· Subject selection is equitable (consider inclusion and exclusion criteria, recruitment methods, purpose of research, setting in which the research will be conducted):
[image: image16.wmf]YES

        FORMCHECKBOX 
[image: image17.wmf]NO (provide comments below)
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· Anticipated benefits and importance of knowledge:
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· Risks of research (consider physical, psychological, social, economic and legal risks):
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· When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects:

[image: image21.wmf]YES

       [image: image22.wmf]NO

       [image: image23.wmf]Not Applicable
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· Risks have been minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk:

[image: image25.wmf]YES

       [image: image26.wmf]NO


· Risks have been minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes:

[image: image27.wmf]YES

       [image: image28.wmf]NO

       [image: image29.wmf]Not Applicable


· Risks (select the appropriate response):

[image: image30.wmf]to participants are reasonable in relationship to the potential benefits, if any, to participants, and the 

importance of the knowledge that may be expected to result (including consideration of the validity of 

the research design)



 CONTROL Forms.CheckBox.1 \s [image: image31.wmf]to participants are NOT reasonable in relationship to the potential benefits, if any, to 

participants, and the importance of the knowledge that may be expected to result 

(including consideration of the validity of the research design) 

 

· Risk level:
[image: image32.wmf]Minimal

    [image: image33.wmf]Minor increase over minimal

    [image: image34.wmf]Greater than a minor increase over minimal

  

· Continuing review interval based on level of risk:
[image: image35.wmf]1 Year

    [image: image36.wmf]6 Month

s

    [image: image37.wmf]3 Months

  

If the risk level for this project is more than minimal or if the recommended continuing review interval is more frequent than annual, provide the rationale for the recommended continuing review interval based on level of risk (refer to the Reviewer’s Reference for more information)
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· The Setting, Methods and Circumstances for identifying subjects for recruitment and obtaining information about subjects and conducting the research respect the individual’s Privacy and are appropriate to the nature of the information being sought.

[image: image39.wmf]YES

       [image: image40.wmf]NO


                          [image: image41.wmf]


· Methods to obtain data (select all that apply):

	[image: image42.wmf]Clinical Evaluation

 [image: image43.wmf]Imaging tests

 [image: image44.wmf]Interviews

 [image: image45.wmf]Lab tests

 [image: image46.wmf]Questionnaires



 CONTROL Forms.CheckBox.1 \s [image: image47.wmf]Medical Record Reviews



 CONTROL Forms.CheckBox.1 \s [image: image48.wmf]Other (list below)




                          [image: image49.wmf]


· There are adequate provisions to protect the privacy interests of subjects:

(Privacy interests relate to whether people feel comfortable with intrusions on what they want to keep to themselves. Those intrusions may be about information but they might not involve information. Examples of non-informational privacy interests: physical, emotional and psychological privacy)
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· Protecting confidentiality (select all that apply):

[image: image53.wmf]Anonymous data collection

    [image: image54.wmf]Coding of data

  [image: image55.wmf]Destruction of link

 [image: image56.wmf]Password protected access



 CONTROL Forms.CheckBox.1 \s [image: image57.wmf]Storage of data in locked areas

 [image: image58.wmf]Other (list below)
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· Protecting confidentiality.  Considering the USE of personally identifiable data and the NATURE, PROBABILITY, AND MAGNITUDE OF HARMS that would be likely to result from a disclosure of collected information outside the research, are there adequate provisions to maintain the confidentiality of data?:

[image: image60.wmf]Yes
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· The investigator has adequate resources requested/available that are necessary for human research protection, care of research participants, and safety during the conduct of the research in terms of the following:
	Adequate Facilities
	[image: image63.wmf]YES

     [image: image64.wmf]NO



	Adequate Numbers of Qualified Staff
	[image: image65.wmf]YES

     [image: image66.wmf]NO



	Availability of medical or psychological resources that participants might require as a consequence of the research
	[image: image67.wmf]YES

     [image: image68.wmf]NO

     [image: image69.wmf]Not Applicable



	Access to a population that would allow recruitment of the required number of participants
	[image: image70.wmf]YES

     [image: image71.wmf]NO

     [image: image72.wmf]Not Applicable



	Sufficient Time To Complete Study
	[image: image73.wmf]YES

     [image: image74.wmf]NO



	A process to assure persons assisting with the research are adequately informed of protocol and their research related duties and functions
	[image: image75.wmf]YES

     [image: image76.wmf]NO

     [image: image77.wmf]Not Applicable
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· Basic elements of informed consent are present (refer to  pages 7 & 8 of the Reviewer’s Reference for the listing of elements):   
[image: image79.wmf]YES

  [image: image80.wmf]NO (document what is not present)

 [image: image81.wmf]NA (consent waiver for non-FDA research or 

meets exemption)
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· Additional elements of informed consent as required are present (refer to page 8 of the Reviewer’s Reference for the listing of elements):  FORMCHECKBOX 

[image: image83.wmf]YES

  [image: image84.wmf]NO (document what is not present)

 [image: image85.wmf]NA (consent waiver for non-FDA research or 

meets exemption)
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· The Informed Consent Process Is Appropriate.  Consider:
1. Waiting period between informing the prospective subjects and obtaining the consent
2. Steps planned to minimize the possibility of coercion or undue influence
3. The language that will be used by those obtaining consent
4. The language that is understood by the prospective subjects or the legally authorized representatives
5. Who will obtain consent
6. The timing of obtaining informed consent.
7. The setting in which consent will be obtained
[image: image87.wmf]YES

  [image: image88.wmf]NO

 [image: image89.wmf]NA (consent waiver for non-FDA research or 

meets exemption)
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· If waiver of the requirement to obtain consent is requested (45CFR46.116D/38CFR16.116D) are ALL of the following criteria satisfied? 
1) The research involves no more than minimal risk to the subjects; 
2) The waiver or alteration will not adversely affect the rights and welfare of the subjects; 
3) The research could not practicably be carried out without the waiver or alteration; and 
4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.  

[image: image91.wmf]YES

       [image: image92.wmf]NO


If yes, describe how the protocol specific characteristics of this study meet each of the 4 consent waiver criteria above.  In particular, address practicability.
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Is the research FDA regulated?

[image: image94.wmf]YES

       [image: image95.wmf]NO


A waiver of the requirement to obtain informed consent may not be granted for FDA regulated research.
· If waiver of documentation of consent (signed consent form) is requested for Non-FDA regulated research (45CFR46.117(c)/38CFR16.117(c)) mark whether 1 or 2 is satisfied: 
[image: image96.wmf]1) The only record linking the subject and the research would be the consent document, and 

the principal risk would be the potential harm resulting from a breach of confidentiality.  

Each subject will be asked whether the subject wants documentation linking the subject with 

the research, and the subject's wishes will govern

[image: image97.wmf]2) The research presents no more than minimal risk of harm to subjects, and involves no 

procedures for which written consent is normally required outside of the research context

Is the research FDA regulated?

[image: image98.wmf]YES

       [image: image99.wmf]NO


  For FDA regulated research mark whether 1 or 2 is satisfied for waiver of the requirement for written documentation of consent (signed consent form waiver).
[image: image100.wmf]1) 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.

[image: image101.wmf]2) The study meets the criteria for approval as planned emergency research per the 

Investigational Drugs, Devices and Biologics SOP.


If the requirement for written documentation of consent (signed consent form) is to be waived, describe how the specific characteristics of this study meet the applicable criteria above for either non-FDA regulated or FDA regulated research.
[image: image102.wmf]


   When the requirement for written documentation of consent is to be waived, a written description of the information that will be provided to subjects has been submitted to the IRB and meets the basic elements and applicable additional elements of consent.
[image: image103.wmf]YES

       [image: image104.wmf]NO


   When the requirement for written documentation of consent is to be waived, should the investigator be required to provide subjects with a written statement regarding the research?

[image: image105.wmf]YES

       [image: image106.wmf]NO

      [image: image107.wmf]Provide instructions below if statement is to be required
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· HIPAA authorization is present and complete:  FORMCHECKBOX 

[image: image109.wmf]YES

  [image: image110.wmf]NO (document what is not present)

 [image: image111.wmf]NA (HIPAA waiver is requested)

   [image: image112.wmf]No personally identifiable information will be collected
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· HIPAA waiver request - are ALL of the following criteria satisfied? 

1. The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements: 
a.  An adequate plan to protect the identifiers from improper use and disclosure; 
b. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 
c. Adequate written assurances that the requested information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule

2.
The research could not practicably be conducted without the waiver or alteration; and

3.
The research could not practicably be conducted without access to and use of the requested information

[image: image114.wmf]YES

       [image: image115.wmf]NO


If yes, describe how the protocol specific characteristics of this study meet the 3 criteria for approval of the HIPAA waiver of authorization.  

[image: image116.wmf]


· Research Devices–  If  a research device is used and no IDE is required, provide justification.

[image: image117.wmf]


Criteria for needing an IDE
21 CFR 812.2(c) Exempted investigations. This part, with the exception of §812.119, does not apply to investigations of the following categories of devices: 

(1) A device, other than a transitional device, in commercial distribution immediately before May 28, 1976, when used or investigated in accordance with the indications in labeling in effect at that time. 

(2) A device, other than a transitional device, introduced into commercial distribution on or after May 28, 1976, that FDA has determined to be substantially equivalent to a device in commercial distribution immediately before May 28, 1976, and that is used or investigated in accordance with the indications in the labeling FDA reviewed under subpart E of part 807 in determining substantial equivalence. 

(3) A diagnostic device, if the sponsor complies with applicable requirements in §809.10(c) and if the testing: 

(i) Is noninvasive, 

(ii) Does not require an invasive sampling procedure that presents significant risk, 

(iii) Does not by design or intention introduce energy into a subject, and 

(iv) Is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure. 

(4) A device undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution, if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk. 

(5) A device intended solely for veterinary use. 

(6) A device shipped solely for research on or with laboratory animals and labeled in accordance with §812.5(c). 

(7) A custom device as defined in §812.3(b), unless the device is being used to determine safety or effectiveness for commercial distribution.
· Indicate if significant risk (SR) or non-significant risk (NSR) (A SR device study presents a potential for serious risk to the health, safety, or welfare of a subject and (1) is intended as an implant, or (2) is used in supporting or sustaining human life, or (3) is of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health.  NOTE: “non-significant risk” and “minimal risk” are defined separately, and are not synonymous.):

[image: image118.wmf]SIGNIFICANT

     [image: image119.wmf]NON SIGNIFICANT


.
· If the research involves the use of an investigational medical device, has the investigator provided adequate plans for receipt, storage, security, dispensing, and use of the investigational device?
[image: image120.wmf]YES

       [image: image121.wmf]NO


[image: image122.wmf]


· Are the investigators plans adequate to ensure that only authorized personnel will be able to use or dispense the device and that the device will be used only in subjects who have consented to be in the research? 
[image: image123.wmf]YES

       [image: image124.wmf]NO


· Additional comments regarding this project including modifications required: 
[image: image125.wmf]


ADDITIONAL ITEMS FOR CONTINUING REVIEW
· Review of AEs  [image: image126.wmf]


[image: image127.wmf]No on-site or off-site AEs reported since the last continuing review


· Updated investigator’s brochure: 
[image: image128.wmf]


[image: image129.wmf]Not Applicable

[image: image130.wmf]No amended or updated IB since the last continuing review


· Research findings to date, including subject experiences: 

[image: image131.wmf]


[image: image132.wmf]No research findings, no subject experiences to report


· Summary of safety monitoring: 

[image: image133.wmf]


[image: image134.wmf]There are no safety reports since the last continuing review


· Enumeration of subjects withdrawn and reasons: 
[image: image135.wmf]


[image: image136.wmf]No subjects have withdrawn


· Review of unanticipated problems involving risks to subjects:

[image: image137.wmf]


[image: image138.wmf]There are no unanticipated problems involving risks to subjects


· New information that may change the risk/benefit ratio:

[image: image139.wmf]


[image: image140.wmf]There is no new information that may change the risk/benefit ratio


· Determine which projects need verification from sources other than the investigator that no material changes (serious non-compliance) have occurred since the previous IRB review

Are either of the following true?

1. There is internal inconsistency in the information provided by the investigator.

2. There is inconsistency between the information provided by the investigator and other information known to the IRB.

[image: image141.wmf]YES

        FORMCHECKBOX 
[image: image142.wmf]NO


If yes, instruct IRB staff to obtain a resolution of the inconsistency from the investigator.  Note: Following review of the investigator’s response, if the inconsistency is not resolved as determined through expedited or full board review, the IRB staff will be instructed to obtain verification from sources other than the investigator that no material changes have occurred since previous IRB review.
[image: image143.wmf]


Are any of the following true?

1. The IRB questions the accuracy and completeness of the information provided by the investigator.

2. Within the last year the investigator has a history of serious or continuing non-compliance with providing information to the IRB.

3. There are other reasons why the IRB believes that there should be verification from sources other than the investigator to ensure that no material changes have occurred since previous IRB review.

[image: image144.wmf]YES

        FORMCHECKBOX 
[image: image145.wmf]NO


If yes, instruct IRB staff to obtain verification from sources other than the investigator that no material changes have occurred since previous IRB review.

If Yes, describe the verification that will be required:

(See examples of independent verifications below.)
[image: image146.wmf]


Verification From Sources Other Than The Investigator That No Material Changes Have Occurred Since The Previous IRB Review

Some examples of types of independent verifications from sources other than the investigator (e.g. Research Compliance Officer, AO Research, IRB Coordinator, Non-research VA Supervisor or Service Chief, ORO official, expert scientific reviewer, etc.) may include:

a. Audits of investigator’s performance 

b. Audits of investigator’s study records.

c. Observation of the informed consent process.

d. Review of CPRS medical record entries.

e. Reviews of investigational pharmacy reports at Continuing Review.

f. Monitoring of significant device storage and dispensing procedures. 

g. Audits of sponsor monitoring reports.

h. Request additional information from research participants, staff or sponsor officials as warranted. 

i. Require additional independent safety monitoring and interim reports of the findings throughout the study.

j. Require the Principal Investigator to secure the professional services of individuals with specialized expertise to monitor subject safety and provide reports deemed necessary to the IRB.

EXEMPT - Categories of Exemption (select the link) - This project meets category (ies):  

[image: image147.wmf]


If the study qualifies as exempt, describe how the protocol specific characteristics of this study meet the applicable exemption category.  

[image: image148.wmf]


EXPEDITED 
For categories 1-7, 8A and 8C, the research involves no more than minimal risk and involves only procedures listed in one or more of these categories.   Regulatory definition of minimal risk: Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(i)). 21 CFR 56.102(i).  (Also refer to the Applicability criteria on pages 11-12)
FOR RESEARCH IN CATEGORIES 1-7, 8A, 8C – SELECT “YES” OR “NO” FOR THE  FOLLOWING.
YES  FORMCHECKBOX 
  NO FORMCHECKBOX 
  The research activity is minimal risk (presents no more than minimal risk to human subjects), and (2) involves only procedures listed in one or more of categories 1-7, 8A, 8C.  
YES  FORMCHECKBOX 
  NO FORMCHECKBOX 
   Reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal. (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 this criterion is met)
YES  FORMCHECKBOX 
  NO FORMCHECKBOX 
  The research involving human subjects is classified (if the response is yes, the research activity cannot be expedited).

 Categories of Research that may be Reviewed by the Institutional Review Board (IRB) through an Expedited Review Procedure (select the link).
The project meets category (-ies):

 [image: image149.wmf]


If this study qualifies for expedited review, describe how the protocol specific characteristics of this study meet the applicable expedited review category.  

[image: image150.wmf]


Select the appropriate box 
[image: image151.wmf]APPROVE

 
[image: image152.wmf]MODIFICATIONS required (include details) to secure IRB approval with 

subsequent review by:



[image: image153.wmf]Full IRB Review

  [image: image154.wmf]Administrative Review

 

[image: image155.wmf]TABLE: Decison is deferred for a future meeting - major revision 

required (Full Board review only) 


[image: image156.wmf]DISAPPROVE with a request for submission of a new application (Full 

Board review only) 


COMMENTS

[image: image157.wmf]


Categories Of EXEMPTION Are Stipulated In The Federal Regulations As Follows:

(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, (iii) does not involve prisoners as participants, (iv) is not FDA-regulated (See Determining Whether a Proposed Activity is Research Involving Human Subjects According to FDA or DHHS Regulatory Definitions)..

(2)  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:   (i) Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) 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, or (VHA 1200.5) place the subject at risk for loss of insurability, (iii) does not involve prisoners as participants, (iv) is not FDA-regulated (See Determining Whether a Proposed Activity is Research Involving Human Subjects According to FDA or DHHS Regulatory Definitions)
(3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if:  (i) The human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s)without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter., (iii) does not involve prisoners as participants, (iv) is not FDA-regulated (See Determining Whether a Proposed Activity is Research Involving Human Subjects According to FDA or DHHS Regulatory Definitions).
(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,  (ii) does not involve prisoners as participants, (iii) is not FDA-regulated (See Determining Whether a Proposed Activity is Research Involving Human Subjects According to FDA or DHHS Regulatory Definitions).  NOTE: The information must exist at the time the research is proposed.
(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:    (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.  (iii) does not involve prisoners as participants, (iv) is not FDA-regulated (See Determining Whether a Proposed Activity is Research Involving Human Subjects According to FDA or DHHS Regulatory Definitions).  
Research in this category must: a) Be conducted pursuant to federal statutory authority, b)  Have no statutory requirements for IRB review, c) Not involve significant physical invasions or intrusions upon the privacy interests of participants, AND d) Have authorization or concurrence by the funding agency.
(6) Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture, (iii) does not involve prisoners as participants
Categories of Research that may be Reviewed by the Institutional Review Board (IRB) through an EXPEDITED Review Procedure {63FR60364}
Applicability
(A) Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the following categories, may be reviewed by the IRB through the expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.
(B) The categories in this list apply regardless of the age of subjects, except as noted.
(C) 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.
(D) The expedited review procedure may not be used for classified research involving human subjects.
(E) IRBs are reminded that the standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review--expedited or convened--utilized by the IRB.
(F) Research Categories
(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 children2 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.
/2/ Children are defined in the HHS regulations as ``persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.'' 45 CFR 46.402(a).
(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 data analysis.

(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.
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