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  BASIC DEFINITIONS

Certification means the official notification by the Executive Secretary of the DOH Institutional Review Board, or his/her designee, to the investigator, the division, bureau, or program, and any agency or organization requiring such certification for regulatory, cooperative research, or funding purposes that the proposed human research activity has been reviewed and approved in accordance with the Idaho Division of Health Policy on the Protection of Human Research Subjects. 

Common rule means the federal regulation for the protection of human subjects currently adopted by seventeen federal agencies.  The rule is codified for the Department of Health and Human Services in Title 45 CFR Part 46. 

Department means the Idaho Department of Health and Welfare
Disclosure means the release, transfer, provision of access to, or divulging in any other manner of information outside the entity holding the information. 
Federalwide Assurance (FWA) means the written assurance of compliance with the federal regulations for the protection of human subjects which institutions must provide as a condition for the receipt of federal research funds.  Each institution must renew its FWA every three years.   
Health information means any information created or received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse that relates to the past, present, or future physical or mental health or condition of an individual, the provision of health care to an individual, or the past, present or future payment for the provision of health care to an individual.
Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information. 
Individually identifiable means that a record contains information which reveals or can likely be associated with the identity of the person or persons to whom the information pertains.
Interaction includes communication or interpersonal contact between investigator and subject. 
Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject’s environment that are performed for research purposes. 
Investigator means a research professional, public health professional, or student engaged in the conduct of research under this policy. 
Legally authorized representative means an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research. 
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. 
Personal records means any information obtained or maintained by a state agency which refers to a person and which is declared exempt from public disclosure, confidential, or privileged under state or federal law.
Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). Private information must be individually identifiable in order for obtaining the information to constitute research involving human subjects. 
Protected health information (PHI) means individually identifiable health information created or received by a health care provider, health plan or health care clearinghouse that is transmitted or maintained in any form or medium. 
Public Health Surveillance   Public health surveillance is the ongoing systematic collection, analysis, and interpretation of health data essential to the planning, implementation, and evaluation of public health practices, closely integrated with the timely dissemination of these data to those who need to know. The final link in the surveillance chain is the application of these data to prevention and control. A surveillance system includes a functional capacity for data collection, analysis, and dissemination linked to public health programs. (CDC)

Research means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes.  For example, some demonstration and services programs may include research activities.  
Review Board means the DOH Institutional Review Board, which is the designated institutional review board (IRB) for the Division of Health within the Idaho Department of Health and Welfare.

Use means, with respect to individually identifiable information, the sharing, employment, application, utilization, examination, or analysis of such information within the entity that maintains the information.  

Policies and Procedures on the Protection of Human Subjects
Investigator Handbook

I. AUTHORITY OF THE REVIEW BOARD 

The Idaho Department of Health and Welfare(IDHW) is responsible for safeguarding the rights of persons who serve as human subjects in research and related activities sponsored or conducted by the Department, or whose personal records held by the Department may be disclosed for research purposes.  The Division of Health (DOH) Institutional Review Board will act as the approval board for all research pertaining to human subjects for the Offices, Bureaus or Programs within the Division.  As needed, the DOH Institutional Review Board will also act as the approval board for research activities involving human subjects within the Department of Health and Welfare as a whole.  In certain cases, the Division of Health IRB will consider research from outside of the agency (e.g. local Health Districts or out of state researchers).  The decision to review such proposed research will be partially dependent on the level of participation the Department of Health and Welfare will have in the research.   Research procedures must comply with federal regulations for the protection of human subjects (45 CFR, Part 46) and with state law on the release of records for research.  Idaho Code 39-270 (c) provides for the release of statistical information from vital statistics for research purposes.  

No Office, Bureau or Program within the Division of Health shall participate in the conduct of research and related activities involving human subjects until the plans or protocols for such activities have been reviewed and approved by the DOH Institutional Review Board (Review Board), unless the research has been specifically exempted from this review requirement by this policy or existing state statutes or rules. 

Review of research and related activities by the Review Board shall determine that the rights of human subjects are adequately protected; that risks to individuals are minimized, are not unreasonable, and are outweighed by the potential benefits to them or by the knowledge to be gained; and that the proposed research design and procedures are adequate and appropriate in the light of stated project purposes. 

The DOH Review Board shall review and have authority to approve, require modifications (to secure approval), or disapprove all research activities covered under this policy.  An appeal of Review Board findings may be made to the Chairman of the Institutional Review Board and Division of Health Administrator by the researcher based on new information.  If in the view of the Chairman and the Division Administrator reconsideration is warranted, the information will be re-submitted to the Board for review. 

Research approved by the Review Board is subject to further review by the Division of Health Administrator and may be terminated based on an executive decision.  Negative review board decisions are final and the research cannot be overridden by the Division Administrator.

II. APPLICABILITY

This policy applies: 

A. Whenever the DOH Institutional Review Board provides review and oversight of human subject research supported by and/or conducted by the Division of Health; if review is requested from outside the Division, but within the Idaho Department of Health and Welfare (IDHW), or in cases where research is proposed by an outside agency requesting participation of the Department of Health and Welfare.

B. Whenever the Division of Health and/or the Department becomes engaged in human subject research.  An agency becomes engaged in research whenever (a) the employees or agents of the DOH or IDHW intervene and subsequently or coincidentally interact with living individuals for purposes of research; (b) the employees or agents of the DOH or IDHW collect individually identifiable private information for purposes of research, (c) the DOH or IDHW assist in contacting in any way living individuals for the purpose of research even if the research is not being conducted by the Department, or (d) the DOH or IDHW receives a direct federal award to conduct human subject research, even where all activities involving human subjects are carried out by a subcontractor or collaborator. 
III. RULES GOVERNING THE REVIEW BOARD

The DOH Review board has provided Federal Assurance that the following Codes and Guidelines will be applied to all research involving human subjects that is conducted under the auspices of the Department of Health and Welfare, Division of Health.

Title 45, Code of Federal Regulations, Part 46, Protection of Human Subjects, as revised June 23, 2005.     http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
Title 45, Code of Federal Regulations, Part 164, Privacy Rule – Security and Privacy 
The Belmont Report: Ethical Principles and Guidelines for Protection of Human 
Subjects of Research   
http://ohsr.od.nih.gov/guidelines/belmont.html
IV. REVIEW OF RESEARCH BY THE REVIEW BOARD 

In addition to the authority and scope of the Review Board’s ability to approve or disapprove research presented to it, the Review Board shall also require that information given to subjects as part of informed consent is in accordance with Section X of this handbook (Section XVII of the Board’s Policies and Procedures). The Review Board may require that information, in addition to that specifically mentioned in Section X, be given to the subjects when in the Review Board’s judgment the information would meaningfully add to the protection of the rights and welfare of subjects. The Review Board shall require documentation of informed consent or may waive documentation in accordance with Section X of this handbook.

IRB review of proposed research requires the investigator to follow the requirements of the Bureau of Health Policy and Vital Statistics (BHPVS) in the request of vital record data.  If the BHPVS requires the completion of a separate research application, the Division of Health IRB, will require a copy of this application be submitted for file once it has been approved by the BHPVS. 

The Review Board shall notify investigators conducting the research in writing of its decision to approve or disapprove the proposed research activity, or of modifications required to secure Review Board approval of the research activity. If the Review Board decides to disapprove a research activity, it shall include in its written notification a statement of the reasons for the decision and give the investigator an opportunity to respond in person or in writing. 

The Review Board shall conduct continuing review of research covered by this policy at intervals appropriate to the degree of risk, but not less than once per year.  The Review Board shall have authority to observe or have a third party observe the consent process and the research, and to conduct site visits and interviews to audit the research for compliance with Board-approved procedures. 

V. Determining if an Activity Requires IRB Review and APPROVAL

Activities that include many of the features of research may not necessarily require review and approval by the Review Board.  Some activities resemble research but actually are not research as defined in the federal regulations.  Other activities meet the definition of research but are exempt from needing IRB review and approval. Review of proposals to determine 1) if the activity is research; and 2) if the research is exempt is done during pre-review by the Review Board Chair.  
A.
Research Exempt from Review 
Once an activity is determined to be research, a determination should be made as to whether the activity involves human subjects as defined in the federal regulation. Human subject means “a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, of (2) identifiable private information.” 

If the activity is determined to be research that involves human subjects, a determination should then be made about whether the research falls into a category of research that is exempt from needing review and approval by the Review Board.

The Review Board Chair is responsible for reviewing preliminary determinations of exemption made by investigators and supervisors, and for making the final determination. Notice of concurrence for all exempt research will be conveyed in writing to the investigator by the Executive Secretary.  All nonexempt research covered by this policy will be forwarded to the Review Board. 

Research activities in which the only involvement of human subjects is in one or more of the following categories are exempt from this policy: 

1. Research involving survey or interview procedures with adult subjects is 


     exempt from the federal regulations unless the information obtained is             
   
     recorded in such a manner that the subjects can be identified, and the 


     information obtained could reasonably place the subjects at risk of criminal or 
  
     civil liability or be damaging to the subjects' financial standing, employability, 
  
     or reputation [Federal Policy §___.101(b)(2)]. Survey and interview 
  

     research involving children is not exempt, but rather requires full IRB 
 
     review [Federal Policy §___.101(b)(2); 45 CFR 401(b)].

2. Research setting, involving normal educational practices, such as:

a. Research on regular and special education instructional strategies, or

b. Research on the effectiveness or the comparison among instructional techniques, curricula, or classroom management methods.

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior, unless: 

c. Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 
d. 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. 
4. 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 (2) of this section, if:

e. The human subjects are elected or appointed public officials or candidates for public office; or 
f. Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
5. 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 subjects. 

g. Vital record data for research will be released pursuant to policies under existing statutes and rules.

6. 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:

h. Public benefit or service programs

i. Procedures for obtaining benefits or services under those programs

j. Possible changes in or alternatives to those programs or procedures

k. Possible changes in methods or levels of payment for benefits or services under those programs.
7. Taste and food quality evaluation and consumer acceptance studies, if

l. Wholesome foods without additives are consumed, or if

m. A food is consumed that contains a food ingredient at or below the level and for a use 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.

All human subjects’ research which is exempt as specified in 1-7 of this section must be conducted in accordance with the Belmont Report: Ethical Principles and Guidelines for Protection of Human Subjects of Research.


B.
Research found to be EXEMPT 

Proposals that are found exempt under the DOH Policies and Procedures on the Protection of Human Research Subjects are marked EXEMPT and filed in The Division of Health Administrative Office. This step is conducted during the pre-review process.  A Declaration of Exemption Form is completed and filed with the proposal as well.  These proposals are not subject to annual review. However, the investigator is notified at the time of initial review that if the activity is amended in a manner such that it is no longer exempt, he/she must inform the Review Board by submitting a Request for Study Amendment form. If information on the form indicates the study is no longer exempt, the amended proposal will be reviewed either through the expedited or full-Board procedure and the status will be changed to reflect the review. 

VI. EXPEDITED VERSUS FULL BOARD REVIEW 

Following pre-review of research proposals by the Review Board Chair, research proposals are assigned to one of the following two review categories:    

Expedited Review 
Under an expedited review procedure, the review may be carried out by the Chair of the Review Board, or by one or more experienced reviewers designated by the Chair from among members of the Review Board. In reviewing the research, the reviewers may exercise all of the authorities of the Review Board, except that reviewers may not disapprove the research.  A research activity may be disapproved only after review at a convened meeting of the full Review Board. 

A.
Applicability 
1. Research activities that (1) present no more than minimal risk to human subjects, (2) involve minor changes in already approved research, and (3) 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.
2. The categories in this list (provided below) apply regardless of the age of subjects, except as noted.
3. 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. 
4. 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.
5. Categories one (1) through four (4) pertain to both initial and continuing IRB review.
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, non-pregnant 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, 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 include: 

a) hair and nail clippings in a non-disfiguring 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 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. 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

Any proposal that in a reviewer’s judgment exceeds the criteria for expedited review shall be subject to full-Board review and approval. 

Full Board Review 
All research and related proposals not eligible for expedited review under the foregoing categories are subject to full Board review and certification at a scheduled meeting at which a majority of the members of the Review Board are present, including at least one member whose primary concerns are in a nonscientific area. In order for the research to be approved, it shall receive the approval of a majority of those members present at the meeting. 
VII. CRITERIA FOR REVIEW BOARD APPROVAL OF RESEARCH 

The Review Board is guided by federal regulations, the Belmont Report, institutional policies, and applicable state laws and regulations.  The DOH Policies and Procedures on the Protection of Human Research Subjects is based on the federal regulation for the protection of human subjects (45 CFR 46), as well as local laws, regulations and policies that may apply to the research activity. To approve research covered by this policy, the DOH Institutional Review Board shall determine that all of the following requirements are satisfied: 

A. Risks to subjects are minimized: (a) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (b) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes. 

B. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the Review Board should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research).  The Review Board should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility. 

C. Selection of subjects must be done fairly.  In making this assessment, the Review Board should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons. 

D. Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by Section X of this handbook. 

E. Informed consent will be appropriately documented in accordance with, and to the extent required by Section X of this handbook. 

F. When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

G. When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data. 

H. When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects. 

I. Additional protections for Pregnant Women, Human Fetuses, and Neonates involved in research will be included in the research application and will abide by the provisions outlined in the Common Rule referenced in 45 CFR 46.201 (subpart B).  Accessed at:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#subpartb
J.  Additional protections for biomedical or behavioral research involving prisoners as subjects will be included in the research application and will abide by the provisions outlined in the Common Rule referenced in 45 CFR 46.301 (subpart C).  Accessed at: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#subpartc
K. Additional protections for Children involved as subjects will be included in the research application and will abide by the provisions outlined in the Common Rule referenced in 45 CFR 46.401 (subpart D).  Accessed at: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#subpartd
The following review criteria are carefully considered in the DOH Review Board review of research proposals: 
A.
Study Design and Scientific Merit 
The review of research begins with an assessment of the overall scientific merit and the logical and technical soundness of the proposal. Scientific merit of the proposal may be presumed by the Board depending on the granting agency involved.  However, if the Board feels it necessary, outside consultation may be acquired by an expert in the field to make the determination.  The proposal should discuss the relevant literature or describe the context in which the study will occur to provide an adequate conceptual framework. The objectives, research questions and/or hypotheses of the study should be clearly stated, and the proposed methods and study instruments should produce data relevant to the study objectives.  Plans for data analysis should be well-defined and likely to produce results related to the study purposes, objectives and hypotheses. The researcher should have appropriate qualifications to conduct the project, or adequate supervision by a qualified professional if the researcher is a student. 
B.
Benefits and Risks 

A fundamental task in the Board’s review of proposals is to balance the anticipated benefits and risks of the research activity.  Benefits accruing from research may include direct, personal benefits to the subjects, such as increased medical oversight of a condition or disease, or the opportunity to obtain treatments, assessments and/or services not otherwise available. Benefits also include general societal benefits in the form of new scientific or applied knowledge. Compensation to subjects is not considered a benefit in the risk/benefit analysis, nor is the fact that subjects may find it rewarding to participate.  Risks include any research activities that potentially may harm the research subject: psychologically, physically, socially, economically, legally, or otherwise. 

C.
Selection of Subjects 

Research proposals should clearly define who will be enrolled as subjects in the research and explain why these subjects are being selected. Justification for inclusion and exclusion criteria is reviewed carefully to determine if subject selection is equitable and appropriate for study objectives. Justification must be provided for limiting subject population to an ethnic group or gender.  The Review Board will consider whether subjects will share benefits in proportion to burdens imposed by the research.  
D.
Vulnerable Subjects 
If vulnerable populations are included, the Review Board will consider whether the research could be done with a non-vulnerable population or whether additional safeguards are necessary to protect vulnerable subjects.  Federal regulations for the protection of human subjects (45 CFR 46) require additional protections for the inclusion of pregnant women and fetuses (Subpart B), prisoners (Subpart C), and children (Subpart D) in research. 
E.
Subject Recruitment 
The Review Board will examine the procedures for identifying, contacting and recruiting potential subjects.  If the researcher proposes to identify and sample the study population from confidential state agency records, contact must first be made by agency employees and individuals must be provided, at a minimum, the option of refusing further contact regarding the research.  Recruitment procedures must be free of coercion and must present information in a format and language that the intended population can understand. 
F. Informed Consent 

(See Section X for General Requirements of Informed Consent) 
The informed consent process must ensure 1) that adequate information is provided, 2) that comprehension is verified, and 3) that participation is voluntary. Reviewers will consider the appropriateness of the individual(s) who will obtain consent, as well as the location and timing of the consent process.  The researcher must provide complete information about the proposed research and the individual’s role in the research in an environment and manner that is free of coercion or undue influence and in a format and language that potential subjects can understand. Consent documents must contain all required consent elements, and be written at an appropriate reading level and language for the intended study population. 
Research proposals involving vulnerable populations (including pregnant women, fetuses, children, prisoners) merit special consideration to determine whether subjects are capable of understanding the research and providing informed consent, and to minimize the potential for coercion in the consent process.   The Review Board must ensure that there are adequate safeguards in place to protect the interests of vulnerable subjects.  In addition, informed consent must be obtained from parents, legal guardians, or family members who may legally provide consent, and, in some cases, from the social worker assigned to potential subjects. 
Waivers or alterations of consent requirements may be approved by the Review Board provided the conditions delineated in 45 CFR 46, the HIPAA Privacy Rule, when applicable, and other relevant federal regulations, state statutes and rules, have been documented to the Board’s satisfaction.   The general requirement for written (i.e., signed) consent can be waived if conditions in 45 CFR 46.117(c) are satisfied.  If signed consent is waived, verbal consent (e.g., in the case of telephone surveys) or implicit consent (e.g., in the case of mailed surveys) must be obtained. State laws which allow minors to obtain family planning services, treatment for STDs, outpatient substance abuse treatment and outpatient mental health treatment without parental permission, may help justify waiver of parental permission for participation in research related to these services.  However, requirements for waiver of parental permission in 45 CFR 46.408(c) must also be satisfied. 

G.
Privacy and Confidentiality 

The Review Board will carefully consider possible risks to subject privacy and confidentiality in all phases of the proposed research: sampling, recruitment, consent procedures, proposed methods and setting for data collection, etc.  The Review Board may require alterations in the proposed study to minimize privacy and confidentiality risks. Research which may pose special concerns may include surveys or interviews in which sensitive information regarding the subject’s personal experiences or behavior is collected, genetics research, and/or research which collect personal information or physical specimens for possible future use in unspecified research may be retained.   
VIII. INVESTIGATOR QUALIFICATION REQUIREMENTS 

Investigators must provide evidence of completed education and training in Human Subjects Protection.  Research applications will be considered only if they include adequate documentation of the applicant's training as outlined in this policy.  



A.
Education and Training in the Protection of Human Subjects
All investigators shall complete specified education and training in the protection of human research subjects.  Investigators shall provide documentation of their completion of appropriate education and training in the protection of human research subjects with their application for initial or continuing review of their research by the Review Board. Investigators must complete appropriate re-training in the protection of human research subjects every three years.  Information about how this requirement may be satisfied is available at the following web site: 
http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp

All Investigators whether they are employees within the Department or 
investigators from outside 
the Department, will be required to review and agree 
to follow the Department of Health and Welfare’s Privacy and Confidentiality 
Handbook  which provides an overview of the Department’s Privacy and 
Confidentiality business practices and policies.  
A signed acknowledgement of education and compliance will need to be turned in with the application forms.  For Department staff this Handbook may be accessed via the Infonet under the Staff Handbook tab located at:

http://infonetdhw/portals/manuals/Privacy/Privacy/Privacy_Manual.htm
The acknowledgement is available at:

http://infonetdhw/portals/manuals/Privacy/Privacy/Privacy_Manual.htm
For investigators outside of the Department a copy of the handbook can be obtained from the Executive Secretary.

Division of Health Administrative Office will track all persons who have completed the requirements for education and training in the protection of human research subjects who are involved in research under Idaho Department of Health and Welfare. 



B.
Investigator’s Responsibility 
Investigators who conduct research under this policy have the following responsibilities. Failure to fulfill these responsibilities may result in suspension or termination of Review Board approval to conduct research. 

1. Investigators acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all the provisions of this policy. 

2. Investigators who intend to involve human research subjects will not make the final determination of exemption from applicable federal regulations from this policy. 

3. Investigators will initiate study activities involving human subjects only after written certification of study approval from the Review Board has been received. 

4. Investigators are responsible for adherence to contact and consent procedures approved by the Review Board and for providing a copy of the Board-approved consent document to each subject at the time of consent, unless the Review Board has specifically waived this requirement. All signed consent documents are to be retained in a manner approved by the Review Board. 

5. Investigators will promptly report proposed changes in previously approved human subject research activities to the Review Board.  The proposed changes will not be initiated without Review Board review and approval, except where necessary to eliminate apparent immediate hazards to the subjects. 

6. Investigators are responsible for reporting progress of approved research to the Review Board, as often as and in the manner prescribed by the Review Board on the basis of risks to subjects, but no less than once per year. 

7. Investigators will promptly report to the Review Board any adverse events or unanticipated problems involving risks to subjects or others. 

All investigators involved in the study will be required to sign the Individual Investigators Agreement, which addresses items 1-7 listed above, to be kept on file by the Division of Health Administrative Office.

In addition, all Department staff and/or research staff will be required to complete an Acknowledgment of Confidentiality if they access or handle any confidential information during the study.  These agreements will need to be kept on file with the Principal Investigator and the Executive Secretary.

C.
Liability

Investigator’s who are State employees acting under the advisement of the DOH Institutional Review Board and approved protocols, will have  protection from liability under the Idaho Tort Claims Act.  The State will provide legal defense and indemnification to these investigators for their acts or omissions, if such acts/omissions are determined to be in good faith and within the scope of their official duties and responsibilities as investigators. Investigators who are non-State employees will not have such protection.
IX. Procedures:  Research application Submission 

Investigators planning to submit a proposal to the Division of Health Institutional Review Board should contact the Review Board Chair to discuss their proposed research before completing and submitting their proposals for review.  At this time, at determination may be made if this proposal truly is research that requires IRB review.  If a determination cannot be made following the discussion, the investigator will follow the submission procedures.
Investigators are also required to notify the Division of Health Administrative Office of their intent prior to submitting a proposal.  Research that is reviewed by an outside IRB prior to review by the DOH Review Board will be required to comply with all Review Board policies for submission including the use of DOH Review Board forms. 

A. 
Research Application Forms 

Research proposals must be submitted to the Review Board on the official Research Application form available from the Division of Health administration office. Investigators must follow the instructions in the application forms and provide all of the required information in their application.  In general, the background section and literature review should be brief but thorough.  Proposals must be complete or they will be returned to the investigator following the initial screen by the Executive Secretary and/or the pre-review by the Review Board Chair and Primary Reviewer. If the research is supported by a federal grant or contract, one copy of the original grant application should be included in the submission.  

B.
Submission Timelines 
· Full Board Review: Research applications requiring Full Board review may be submitted electronically to the Executive Secretary at any time. The Executive Secretary will notify investigators within one to two weeks of any revisions needed in the application. Investigators will be asked to make necessary revisions and to submit a revised application with original signatures and six copies to the Division of Health Administrative office for distribution to the full Review Board.  Upon receipt of a research application the Executive Secretary will schedule a board meeting.  Review Board members will be given a minimum of two weeks to review the application and proposal prior to the meeting.

· Expedited Review: Research applications that qualify for expedited review may be submitted to the Division of Health Administrative Office at any time. Research applications eligible for expedited review must be submitted electronically to the Executive Secretary. The Executive Secretary will notify investigators within one to two weeks of any revisions needed in the application.  Investigators will be asked at that time to submit a revised application with original signatures and four paper copies to the Division of Health Administrative office.  Upon receipt of a research application the Executive Secretary will schedule a board meeting.  Review Board members will be given a minimum of two weeks to review the application and proposal prior to the meeting.

C.
“Just-In-Time” Review Procedures 

Applications for federal funding for research may qualify for “just-in-time” review procedures.  Under these procedures certification of IRB approval is not required at the time of application, but may be deferred until just prior to an award being made but at least 60 days prior to contacts with potential human subjects.  Investigators should inquire with their federal project officer to verify that “just-in-time” procedures will apply to their application.  If so, investigators should submit their proposal for DOH Review Board review when they are informed that the application for federal funding has received a score in the fundable range, or when they learn that the proposal may be funded. The IRB will have the same amount of time granted to review the proposed research.  

D.
Applications that Request Disclosure of Confidential Records  

Use and/or disclosure of individually identifiable personal records and/or protected health information for research purposes require the written consent or authorization of the person to whom the information pertains (Consent and HIPAA independently). In some situations, however, it may be impossible to obtain written consent or authorization for the research use or disclosure.  In this case, the investigator may ask the DOH Review Board to approve a waiver of the consent or authorization requirement. The DOH Review Board can approve such a waiver only if requirements in applicable statutes and regulations are satisfied.  

The state laws and federal regulations which define the requirements that must be met for the DOH Review Board to approve a waiver of consent or authorization depend on the information that is being requested.  The most common applicable laws and regulations that must be satisfied are:  
· 45 CFR 46.116(d). 
· 45 CFR 164.512(i) 

· 
IDAPA 16.05.01.175

· IDAPA 16.05.01.191

Depending on the information being sought, other laws and regulations must be satisfied for the DOH Review Board to approve a waiver of consent or authorization for use and/or disclosure of the information. 

Identifiable personal record information may be used only for purposes that are described in the Individual Investigator Agreement.  Investigators are not authorized to re-disclose or provide access to the record information to other individuals without the prior written approval of the DOH Review Board. Investigators are not allowed to attempt to de-identify identifiable personal record information for the purpose of re-disclosing or providing access to the record information without the prior written approval of the DOH Review Board. 
Use of record information for thesis, dissertation or other educational purposes not described in the original proposal approved by the DOH Review Board must be submitted for review and must receive prior approval before student use of the personal records will be authorized.  Any such unauthorized use or disclosure of personal records is a violation of terms of the Acknowledgment of Confidentiality.  
X. GENERAL REQUIREMENTS FOR INFORMED CONSENT

Participation of subjects in research must be voluntary. Except as provided elsewhere in this policy, no investigator may involve a human being as a subject in research covered by this policy unless this investigator has obtained the legally effective informed consent of the subject or the subject’s legally authorized representative. 

An investigator shall seek informed consent only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate, and that minimize the possibility of coercion or undue influence. The information that is given to the subject or to the representative shall be in language understandable to the subject or representative.  No informed consent, whether oral or written, may include any exculpatory language through which the subjects or the representative is made to waive or appear to waive any of the subject's legal rights, or which releases or appears to release the investigator or the Idaho Department of Health and Welfare from liability for negligence. 

A. 
Basic Elements of Informed Consent 
Except as provided in subsections C or D of this Section, in seeking informed consent the following information shall be provided to each subject or subject's representative: 

1. A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental; 

2. A description of any reasonably foreseeable risks or discomforts to the subject; 

3. A description of any benefits to the subject or to others which may reasonably be expected from the research; 

4. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject; 

5. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;  

6. For research involving more than minimal risk, an explanation as to whether any compensation and medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained; 

7. An explanation of whom to contact for answers to questions about the research and subjects' rights, and whom to contact in the event of a research-related injury to the subject; and 

8. A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at anytime without penalty or loss of benefits to which the subject is otherwise entitled. 

B. 
When appropriate, one or more of the following additional elements of information shall also be provided to each subject: 

1. A statement that, regardless of other provisions for protecting confidentiality of information obtained during the research, professionals conducting research under the state agency’s jurisdiction are required to report suspected abuse or neglect of children and dependent adults; 

2. A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable; 

3. Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject’s consent; 

4. Any additional costs to the subject that may result from participation in the research; 

5. The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject; 

6. A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject; and 

7. The anticipated number of subjects involved in the study. 
C. The Review Board may approve a consent procedure which does not  include, or which alters, some or all of the elements of informed consent set forth above, or waive the requirement to obtain informed consent, provided the Review Board finds and documents that: 
1. The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: 

a. public benefit or service programs; 

b. procedures for obtaining benefits or services under those programs; 

c. possible changes in or alternatives to those programs or procedures; or 

d. possible changes in methods or levels of payment for benefits or services under those programs. 

2. The research could not practicably be carried out without the waiver or alteration. 

3. The research involves no more than minimal risk to the subjects;

4. The waiver or alteration will not adversely affect the rights and welfare of the subjects; and 

5. Whenever appropriate, the subjects will be provided with additional information after participation. 
D. Except as provided in subsection E of this Section, informed consent shall be documented by the use of a written consent form approved by the Review Board and signed by the subject or the subject's legally authorized representative.  A copy shall be given to the person signing the form.  The consent form may be either: 

1. A written consent document that embodies the elements of informed consent required by subsection A of this Section.  This form may be read to the subject or the subject's legally authorized representative, but in any event, the investigator shall give either the subject or the representative adequate opportunity to read it before it is signed; or 

2. A “short form” written consent document stating that the elements of informed consent required by subsection A of this Section have been presented orally to the subject or to the subject's legally authorized representative.  When this method is used, there shall be a witness to the oral presentation. Also, the Review Board shall require a written summary of what is to be said to the subject or the representative.  Only the short form itself need be signed by the subject or representative.  However, both the investigator and the witness shall sign both the short form and the summary, and the person actually obtaining consent shall sign the summary. A copy of the summary shall be given to the subject or the representative, in addition to a copy of the short form.  

E. The Review Board may waive the requirement for the investigator to obtain a signed consent form for some or all of the subjects if it finds either:  

1. That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject would be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or 

2. 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. 

In cases where the documentation requirement is waived, the Review Board may require the investigator to provide the subjects with a written statement regarding the research. 

XI. AUTHORIZATION FOR USE AND DISCLOSURE OF PROTECTED HEALTH 


INFORMATION FOR RESEARCH 

Unless an Institutional Review Board approves a waiver of authorization, use and/or disclosure of protected health information for research, is subject to submission of a signed authorization to the entity that maintains the information. A valid authorization must include the following elements: 
A. A specific description of the information to be used or disclosed; 

B. The name of the person or class of persons authorized to approve the requested use or to make the requested disclosure; 

C. The name of the person or class of persons for whom the requested use is approved or to whom the requested disclosure is made; 

D. A description of each purpose of the use or disclosure; 

E. A statement of the ability or inability to condition treatment, payment, enrollment or eligibility for benefits on the authorization; 

F. A statement explaining the extent to which information disclosed is subject to re-disclosure by the recipient and no longer protected under state and/or federal laws; 

G. A statement that the individual may revoke the authorization in writing, except to the extent that the entity has taken action in reliance on the authorization;  

H. The signature of the individual granting the authorization and the date. 

In addition, the authorization must be written in plain language. A copy of the signed authorization must be retained by the entity that approves the requested use or makes the requested disclosure, and a copy must be provided to the individual. 

An authorization for the use and/or disclosure of protected health information for research may be combined with any other type of written permission for the same research study; e.g., the required elements of a valid authorization may be combined with the required elements for informed consent for study participation in one consent document.  Alternatively, authorizations for use and/or disclosure of PHI may be prepared on a document separate from the research consent form.
XII. WAIVER OF AUTHORIZATION FOR USE AND DISCLOSURE OF 



PROTECTED HEALTH INFORMATION AND/OR INDIVIDUALLY 




IDENTIFIABLE PERSONAL RECORDS FOR RESEARCH 

The Review Board may waive authorization or consent for use and/or disclosure of protected health information and other individually identifiable personal records only if the Review Board documents that the following criteria have been met: 
A. The research involves no more than minimal risk to subjects (45 CFR 

HYPERLINK "http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm#46.116"
46.116(d)(1) and 45 CFR 164.512(i)(2)(ii)(A)); 

B. The waiver of authorization will not adversely affect the rights and welfare of the subjects (45 CFR 46.116(d)(2)); 

C. The research could not practicably be carried out without the waiver of authorization and without access to and use of the protected health information and/or individually identifiable personal records (45 CFR 46.116(d)(3), 45 CFR 

HYPERLINK "http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=45&PART=164&SECTION=512&YEAR=2002&TYPE=TEXT"
164.512(i)(2)(ii)(B)(C),; 

D. Whenever it is appropriate, subjects will be provided with additional pertinent information about the research and/or waiver of authorization for use and/or disclosure after the information is disclosed (45 CFR 46.116(d)(4)); 

E. An adequate plan to protect the identifiers from improper use and/or disclosure and to protect identifiable information from redisclosure has been described (45 

HYPERLINK "http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=45&PART=164&SECTION=512&YEAR=2002&TYPE=TEXT"
CFR 164.512(i)(2)(ii)(A)(1),; 

F. An adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research has been described (45 CFR 

HYPERLINK "http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=45&PART=164&SECTION=512&YEAR=2002&TYPE=TEXT"
164.512(i)(2)(ii)(A)(2),; 

G. Written assurance is provided that the protected health information and/or individually identifiable personal records will not be reused for other purposes or disclosed to any other person or entity, except as specifically required or permitted by law and approved by the Review Board (45 CFR 

HYPERLINK "http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=45&PART=164&SECTION=512&YEAR=2002&TYPE=TEXT"
164.512(i)(2)(ii)(A)(3); 
XIII. ADMINISTRATIVE REVIEW AND APPROVAL BY THE INSTITUTION

Research covered by this policy that has been approved by the Review Board is also subject to further administrative review and approval by the Idaho Department of Health and Welfare’s Administration.  Administrative officials may disapprove research that has been approved by the Review Board; however, Department administrative officials may not approve the research if it has not been approved by the Review Board.  

XIV. SUSPENSION OR TERMINATION OF REVIEW BOARD APPROVAL OF 


RESEARCH 

The Review Board shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the Review Board’s requirements or that has been associated with unexpected serious harm to subjects. Any suspension or termination of approval shall include a statement of the reasons for the Review Board’s action and shall be reported promptly to the investigator and the appropriate Department officials. 

XV. APPLICATIONS AND PROPOSALS LACKING DEFINITIVE PLANS FOR 


INVOLVEMENT OF HUMAN SUBJECTS 

Under the Common Rule, federal agencies require review and approval of research proposals involving human subjects by the designated institutional review board (IRB) of the applicant’s institution prior to the initiation of research involving human subjects. Investigators applying for federal funding are responsible for confirming the specific review requirements with their federal project officer, and for submitting certification of IRB approval for all activities involving human subjects to the funding agency prior to commencement of research activities. 

Under “just-in-time” procedures adopted by the National Institutes of Health (NIH) and the Centers for Disease Control and Prevention (CDC), certification of IRB approval is not required at the time of application, but may be deferred until just prior to funding and before contact with human subjects. For NIH and CDC applications, investigators should submit their proposal to the Review Board when they are informed that the proposal has received a score in the fundable range or otherwise learn that the proposal may be funded. 

Applications for funding to all other federal agencies for activities involving research with human subjects must be reviewed and approved by the Review Board no later than 60 days following submission of the application to the funding agency. 

Certain types of applications for funding may be submitted to federal agencies with the knowledge that human subjects may be involved within the period of support, but definite plans for research are not described in the application.  These include institutional-type grants when selection of specific projects is the responsibility of the Division of Health; research training grants in which activities involving subjects remain to be selected; and projects in which human subjects’ involvement will depend upon completion of instruments, or the prior completion of other, defined activities.  Such proposals will be approved by the Review Board on condition that all projects covered by the Common Rule will be reviewed and approved before they are initiated. Investigators will submit certification of all subsequent approvals to the funding agency prior to initiating activities involving human subjects.  

XVI. CONTINUING REVIEW OF RESEARCH

A. Criteria for Determining Frequency of Continuing Review 

During the review of the research proposal, the Review Board considers a number of factors in establishing the period of approval for the study.  The length of approval in turn establishes the frequency of continuing review. Criteria that are used in making this determination include, but are not limited to, the following: 
· The nature of the study; 

· The degree of risk involved; 

· The vulnerability of the study population; 

· Evidence of noncompliance with Review Board requirements and/or any applicable policies, laws or regulations. 

· Funding restrictions

Investigators are informed of the length of the study approval period for their research in their original approval letter, and in their continuation approval letters, from the Review Board. 
B. Continuing Review of Research 

Principal investigators of ongoing research projects are required to submit progress reports for continuing review at intervals commensurate with the degree of risk posed by the research, but not less frequently than once per year, as determined by the Review Board.  Continuing review of research is conducted by the convened Review Board, with recorded vote on the disposition, unless the research is appropriate for expedited review. Generally, if research did not qualify for expedited review at the time of initial review, it will not qualify for expedited review at the time of continuing review until all contacts with subjects are completed. 

C. Submission of Progress Reports  

The Executive Secretary notifies investigators by email of the need to submit a progress report for continuation review and approval. Progress reports for research projects are requested at least three weeks in advance of the submission due date for the next meeting. Progress reports eligible for expedited review are reviewed outside the meeting but are placed on the agenda of the convened meeting for information only.   

Progress reports must be submitted on the DOH Review Board Progress Report for Continuation Review Form available from the Executive Secretary.  Progress reports may be submitted electronically by email attachment to the Executive Secretary. Investigators should send a signed, paper copy of the progress report form to the Division of Health Administrative Office.  Investigators should complete pages 1-2 of the Research Application, indicating Continuation Review request, and send it with the Progress Report.

Investigators are required to submit the following information in their progress report: 
· The current status of the project in terms of whether recruitment and enrollment is ongoing, whether contacts with subjects is completed, or whether the study involves only use of existing records; 

· A general overview of study activities to date; 

· Study amendments implemented since the initial review for new studies or the previous continuation review for ongoing projects; 

· The number of subjects targeted for enrollment during the entire study; the number approached for participation since the last review, the number of subjects who declined, were ineligible, currently enrolled, and the cumulative total of subjects enrolled to date; 

· Any new literature, findings, or other relevant information that may affect study goals, objectives, procedures, and/or risks to subjects; 

· A description of any adverse events or unanticipated problems, including problems with recruitment, retention, field activities, complaints about research, etc.; 

· A summary of remaining study activities to be conducted; 

· The estimated study completion date; 

· Information on who has access to confidential records for the research; 

· Copies of consent documents, if a contact with subjects is ongoing. 

Research involving only the secondary use of identifiable records in which no subjects were directly recruited and enrolled is not required to provide information on the numbers of subjects. 
Principal investigators must provide documentation of current (within three years) training in the protection of human research subjects before continuation approval for their research will be extended. 
For completed studies, researchers also must submit a copy of a final report.  If the study required an Acknowledgement of Confidentiality for the disclosure of identifiable records, investigators must provide written assurance that all terms of the Acknowledgement have been satisfied. Usually this requires written certification that all data elements that could directly or indirectly identify individuals have been permanently removed and destroyed.  
D. Reporting Continuing Review Findings to investigators 

Investigators are informed by letter, of the Review Board’s decision regarding continuation prior to the project’s anniversary date. Once continuation approval conditions or review issues have been resolved, researchers will receive a continuation approval letter. For projects involving direct contact with human subjects, continuation approval letters will be accompanied with the contact letter(s), consent form(s), and telephone script(s) stamped “approved” through the next project anniversary date.  These approved forms must be used for all recruitment and enrollment activities. 
E. Expiration of Study Approval 

Failure of the investigator to submit a progress report, respond to conditions or review issues required by the Board during the continuation review, and/or to provide documentation of current training in the protection of human subjects before the project anniversary date will result in expiration of study approval.  If study approval expires, all research activities, including contacts with human subjects and/or use of any identifiable data, must be suspended.  The only exception is if continued subject participation in research is necessary for the subject’s safety.  In that event, the Executive Secretary must be notified immediately. 
Review Board approval for an expired study must be reinstated no later than 30 days from the expiration date.  On the expiration date, the Executive Secretary sends the investigator a letter directing that all research activities be suspended immediately, except if continued subject participation in study activities is necessary for the subject’s safety.  The letter also explains the consequences of failing to reinstate study approval within 30 days.  If all materials needed to reinstate continuation approval are not received within 30 days, Review Board approval will be permanently canceled due to non-compliance with federal regulations (45 CFR 46) and this Policy. The following will then occur: 
· The Review Board will notify the head of the investigator’s department or division  and the investigator’s funding agency of this action; 

· If it is federally supported research, the federal Office of Human Research Protections will be notified of this action; 

· The investigator will be required to immediately return all copies of identifiable personal record information disclosed for research purposes.  

· Approval to continue the canceled research will require submission of a new application for review and approval by the DOH Review Board. 

F. Independent Verification that No Material Changes Have Occurred Since the Previous Review 
The Review Board may determine that a project needs verification from sources in addition to the investigator that the project is being conducted by to verify that no material changes have occurred since the previous review.  Factors considered by the Review Board in determining the need for such verification include, but are not limited to: 
· Complex projects involving unusual levels or types of risks to subjects. 

· Projects where concern about possible material changes occurring without Review Board approval have been raised based upon information provided in progress reports or from other sources. 

Outside verification may be obtained 1) by conducting inquiries, or site visits with or without formal audits of study procedures, to collect information to report back to the Review Board; or 2) by having third parties observe the consent process and conduct of the research.  As necessary and/or appropriate, this determination will be made by the Review Board at any time during the approval period of a project, or prior to extending continuation approval for the research.  If necessary to address immediate concerns about non compliance and/or risks to subjects, this decision may be made by the Review Board Chair. Written notice of intent to conduct a site visit which may include an audit of study activities, or to have third parties observe the consent process, will be provided to the investigator no less than 48 hours before the planned site visit.  Such written notice will include an explanation of the reasons for the site visit and an outline of the study procedures and materials that will be reviewed. 
G. Study Amendments 

Investigators must request IRB review and approval of all proposed changes in approved research.  Such requests are submitted for review as a study amendment.  No changes to an approved protocol may be initiated without prior approval of the Review Board, except when necessary to eliminate immediate hazards to subjects. 
H. Amendments requiring review 

Study amendments requiring review include, but are not limited to: 

· Revisions to study methodology, including study eligibility; 

· Addition of new study sites; 

· Revisions to recruitment materials or methods; 

· Revisions to contact and consent procedures; 

· Revisions to consent form; 

· Implementation of additional instruments, or revisions to approved instruments; 

· Requests for additional department records; 

· Contact with subjects for research purposes when all previous study activities were restricted to records and datasets; 

· Requests to link study datasets to additional datasets not previously approved by the Review Board. 

I. Submission of Study Amendments 

Study amendments must be submitted on the Study Amendment Form available from the Executive Secretary. Study amendments may be submitted electronically by email to the Executive Secretary. Alternatively, investigators may send a paper copy of the study amendment form to the Division of Health Administrative Office. Unless otherwise instructed multiple copies are not required.   

A study amendment request should clearly indicate the proposed revision(s) and provide a rationale indicating how the proposed amendment relates to overall study objectives and the research questions under analysis.  The investigator also should describe any problems with current approved procedures, study recruitment, or other issues that may necessitate the proposed revision(s).  Any proposed instruments, protocols, and other documents to be used if the amendment is approved should be attached to the Study Amendment Form. 

Investigators are informed by letter of the Review Board’s decision regarding review of a study amendment.  Once approval conditions or review issues have been resolved, the investigator will receive a study amendment approval letter. If the study amendment requires changes in consent documents, the newly approved consent documents stamped with the period of approval will be enclosed with the approval letter.  If the study amendment requires changes in the Acknowledgment of Confidentiality which authorizes disclosure of individually identifiable personal record information, an addendum to the acknowledgment for signature by the investigator will be enclosed with the approval letter.  When signed by the Division of Health Administrator the addendum authorizes disclosure of the additional confidential record information needed for the research. A copy of the signed addendum is sent to the investigator and to the staff responsible for disclosing the data to the investigator. 

J. Procedures for Ensuring Prompt Reporting to the IRB of Proposed Changes in a Research Activity 

Investigators are informed at multiple points during the ongoing review process of the importance of promptly reporting proposed changes to approved research activities to the DOH Review Board: 

· Investigators are informed in the initial approval letter that changes in study purposes; design or methods may not be initiated prior to review and approval by the Review Board, except when necessary to eliminate apparent immediate hazards to subjects. 

· The DOH Review Board Progress Report Form and the Study Amendment Form include a statement the investigator must sign which documents his/her responsibility to report to the Review Board any study modifications and that no modifications will be put into effect without prior Review Board approval. 

K. Adverse Events and/or Unanticipated Problems Involving Risks to Subjects or Others 

Investigators must promptly report adverse events and unanticipated problems that involve risks to subjects or others to the DOH Review Board. The promptness of the report and the level of review depend on a number of factors which include, but are not limited to, the following: 

· The seriousness of the adverse event or unanticipated problem;  

· Whether the adverse event is described in the protocol and consent form; 

· Whether the adverse event or unanticipated problem is related to study procedures; 

· Whether the adverse event or unanticipated problem occurred at a study site in the jurisdiction of the DOH Review Board. 

L. Procedures for Reporting Adverse Events and/or Unanticipated Problems 

Reports of adverse events and/or unanticipated problems must be submitted on the DOH Review Board Adverse Events/Unanticipated Problems Form available from the Executive Secretary. 

Adverse events that may reasonably be expected to arise as a result of research procedures should be described in the consent form and do not need to be reported to the Review Board on an individual basis. However, the incidence of these expected adverse events must be reported in the progress report submitted for continuation approval.   
All serious or unexpected adverse reactions to drugs and/or medical procedures, or to the administration of psychological assessments or instruments designed to collect personal or sensitive information from subjects, must be promptly reported to the DOH Review Board.  All unanticipated problems that involve risks to subjects or others resulting from any aspect of the research must be promptly reported to the DOH Review Board.  
For serious or unexpected adverse events and unanticipated problems involving risks to subjects and others, researchers should follow the following reporting guidelines: 
· Expected adverse events occurring with greater frequency or at a higher level of severity than anticipated:  Investigators should submit a DOH Review Board Adverse Events/Unanticipated Problems Form to the Division of Health Administrative Office as soon as the finding is noted.  Forms should be submitted electronically to the Executive Secretary.

· Serious or unexpected adverse events or unanticipated problems involving risks to subjects or others: Investigators must submit a DOH Review Board Adverse Events/ Unanticipated Problems Form to the Division of Health Administrative Office within 48 hours of the event. Forms should be submitted electronically to the Executive Secretary.
M. Procedures for Ensuring Prompt Reporting to the DOH Review Board of Any Adverse Events or Unanticipated Problems 

Investigators are informed at multiple points during the ongoing review process of the importance of promptly reporting any adverse events and/or unanticipated problems involving risks to subjects or others to the DOH Review Board: 
· Investigators are informed in the initial approval letter that adverse events and/or unanticipated problems involving risks to subjects or others must be promptly reported to the DOH Review Board. 

· The DOH Review Board Progress Report Form and the Study Amendment Form include a statement the investigator must sign which documents his/her responsibility to report to the Review Board any emergent problems, serious adverse events or reactions to the DOH Review Board. 

N. Noncompliance Procedures 

Noncompliance with Board approved procedures may involve relatively minor or technical violations which result from inadvertent errors, inattention to detail or inadequate training and supervision of research staff.  Noncompliance may also involve more serious violations of DOH Review Board approved procedures which pose tangible risks to subjects and/or violations of their rights and welfare.  Violations of DOH Review Board approved procedures for protecting the confidentiality of individually identifiable personal record information disclosed for research frequently result in violations of state or federal laws under which such information is used or disclosed, and will always be considered as serious noncompliance.
A.
Noncompliance Actions:

· If the noncompliance is not serious and appears to be inadvertent, and if the investigator does not have a history of noncompliance, the Executive Secretary will respond to the noncompliance by communicating with the investigator and attempting to correct the situation through a formal or informal educational intervention.  
· If noncompliance results in tangible risks to subjects and/or violation of their rights and welfare, or if it involves violations of state or federal laws, the Executive Secretary, in consultation with the Chair and a Representative from the Attorney General’s Office, will inform the investigator in writing of the nature of the noncompliance and the steps that must be implemented to correct the noncompliance. The noncompliance will be placed on the agenda of the next Review Board meeting for consideration of whether additional steps should be taken to correct the noncompliance.   
· If an investigator exhibits serious and continuing noncompliance with Board approved procedures, the Executive Secretary will present a report to the full Board with a recommendation that project approval be suspended or permanently canceled.

XVII. RESEARCH UNDERTAKEN WITHOUT THE INTENTION OF INVOLVING 


HUMAN SUBJECTS

In the event that research is undertaken without the intention of involving human subjects, but it is later proposed to involve human subjects, the research shall be reviewed and approved by the IRB and meet the requirements outlined in this policy before further research can be conducted.  
XVIII. USE OF FEDERAL FUNDS

Federal funds administered to the Department may not be used for research involving human subjects unless the requirements of this policy have been satisfied.
XIX. CONDITIONS

With respect to any research project, the Division Administrator may impose additional conditions prior to or at the time of approval when in the judgment of the Division Administrator, additional conditions are necessary for the protection of human subjects.

XX.  STUDY COMPLETION AND CANCELATION
Upon completion of a research project the Principal Investigator is required to submit a final project report.  The following documents will be accepted as the required final report: 

· a copy of the report prepared for the unit that funded or sponsored the research;

· a copy of a published article based on the research; 

The investigator should consult with Division of Health Administrative Office if there is a question about what will be accepted as the final project report.  

If the project required an Acknowledgment of Confidentiality for the disclosure of individually identifiable personal record information, the investigator must meet all requirements in the Acknowledgment before the study file can be closed.  At a minimum, this requires the investigator to certify in writing the destruction of all data elements that could directly or indirectly identify individuals whose records were disclosed for the research as soon as the purposes of the research have been accomplished.  

For research that involves collecting primary research data from subjects, the investigator will be asked to certify that all terms and conditions in the study consent and/or assent forms have been fulfilled, including that identifiers have been permanently removed from study records and destroyed.  If identifiers will not be destroyed until several years after the project file is closed, the investigator will be asked to certify that the identifiers will be destroyed on the specified date. 

When all requirements of the DOH Review Board have been satisfied, the project file will be closed.

�There may be a conflict here with the Department’s disclosure rules.  I’m not sure of the context in which this would come up.  I think that internal use by the Department, including use for research, probably stands on different footing from disclosure to outside sources.  IDAPA 16.05.01.175 provides for documenting disclosure of protected health information for research.  However, Rule 191 (16.05.01.191) refers only to release of non-identifying information without written authorization.





Idaho Code § 93-340C makes personal health and similar information non-public.





PAGE  
1
Document created:  7/5//07


