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1.  Do I have the time and the resources?

a.  Research takes a significant amount of time for planning the study, implementing the study and documenting what occurred during the study.  It is important to discuss the time requirement with your supervisor or clinical faculty member to ensure that enough time is dedicated to the study.  This guide outlines a number of considerations which one should be aware of to ensure that the resources are available to be committed to the project.

2.  Reading material before starting.

a.  In addition to this guide, the next step is to review the 89th Medical Group Instruction 40-09, Institutional Review Board, which outlines the duties and responsibilities of the group of people who will oversee the research project at Malcolm Grow Medical Center.  The MGMC Institutional Review Board (IRB) is registered with the Office of Human Resource Protection (OHRP), of the U.S. Department of Health and Human Services, to ensure the safety of volunteers who participate in research projects.  The OHRP maintains a website, http://ohrp.osophs.dhhs.gov/, which gives an overview of the responsibilities of the MGMC IRB.  

b.  There is a mandatory educational requirement for those wishing to be an Investigator, Principal (PI) or Associate (AI) of a research project at MGMC.  It can be found on the OHPR website, under Training Modules for Assurances; the “Investigator Responsibilities and Informed Consent” module and the “Human Protections Program and IRB Responsibilities” module of the OHRP Human Subject Assurance Training website, http://ohrp.osophs.dhhs.gov/educmat.htm and supplying the training certificates to the IRB administrative personnel, prior to initiating the research.

c.  There are additional educational websites available that are not required, but may be interesting for someone wishing to expand their knowledge of the Human Protections issues facing OHRP and IRBs: 

http://ohsr.od.nih.gov/mpa/45cfr46.php3, AFPD 40-4, Clinical Investigation  and Human Use in Medical Research, AFI 40-402, Protection of Human Subjects in Biomedical and Behavioral Research, http://www4.od.nih.gov/oba/IBC/IBCindexpg.htm, http://cme.cancer.gov, http://www.irbtool.com/intro.htm, http://nshs.med.navy.mil/cipweb/cipwebpa.htm, http://www.iom.edu/,  http://ori.hhs.gov/,  http://www.phrp.org/, http://www.pcrm.org/,  http://www.primr.org/, http://www.rcr.ucsd.edu/, http://www.miami.edu/citireg/, http://poynter.indiana.edu/sas/lb/. 

3.  Is the subject I wish to study regulated by OHRP and the MGMC IRB?

a.  Human subject research is defined by 45 CFR Part 46 Protection of Human Subjects;

“(d) 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 service programs may include research activities.

(e) Research subject to regulation, and similar terms are intended to encompass those research activities for which a Federal Department or Agency has specific responsibility for regulating as a research activity, (for example, Investigational New Drug requirements administered by the Food and Drug Administration). It does not include research activities which are incidentally regulated by a Federal Department or Agency solely as part of the Department's or Agency's broader responsibility to regulate certain types of activities whether research or non-research in nature (for example, Wage and Hour requirements administered by the Department of Labor).

(f) Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains data through intervention or interaction with the individual, or

(2)  identifiable private information.

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. Interaction includes communication or interpersonal contact between investigator and subject. 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 (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects.

b.  Therefore, if the project is “designed to develop or contribute to generalizable knowledge”, and it involves any “intervention, interaction” with human subjects or involves private information of a human subject, the project must be reviewed by the IRB to ensure the safety of the subject, physically, psychologically and to ensure the protection of private information.

c.  There are additional guidelines of the HIPAA requirements to protect private information, that should be considered at the beginning.  http://www.os.dhhs.gov/ocr/hipaa/privacy.html, DoD 6025.18-R, Privacy of Individually Identifiable Health Information in Healthcare Programs.  

4.  What is the one question I want to answer?


a.  Every research project has one central question that it addresses.  Defining that question is the beginning and it may be the most difficult.  In the planning stage it is most important to put in a single sentence what question needs to be answered.  Only then can the structure of the project be planned.

5.  What tangible resources does the project require?


a.  Subjects



(1)  The study needs to consider the population which is to be included.  The IRB is concerned with research involving human subjects.  There are specific, additional protections afforded pregnant women, children/minors and prisoners (45 CFR Part 46, Subpart B, C, D; and AFI 40-402 para 3.2.2., 3.2.3, 3.2.4.).  In addition, within the scope of MGMC, there are additional regulations concerning the involvement of reservists (MDGI 40-09, para 9).  



(2)  Every volunteer involved in human research must have an Informed Consent agreement explained to them and signed by the volunteer (45 CFR 46.117; Attachment X).



(3)  Advertising for research volunteers and compensation for volunteering is another issue which is outlined by numerous regulations (MDGI 40-09, para 3.3.6)

b.  Support Staff



(1)  Every study involves support staff in many areas; pharmacy, laboratory, radiology, nursing all must be discussed with the Element OIC and a description of the requirements included in the protocol.


c.  Financial



(1)  There are hidden costs such as laboratory and radiology costs which are frequently overlooked because of the unique circumstances of military medicine.  These also need to be considered and included into the protocol.



(2)  There are specific criteria for funding of research protocols (AFI 40-402 Chap 5,6; MDGI 40-09, para 10,11)


d.  Time



(1)  The time investment includes that of the investigators, the support staff and the volunteers.  Adequate consideration of the time constraints of all need to be given, so a successful and meaningful protocol may be accomplished.

6.  How is the degree of risk to the human subjects determined?


a.  There are three levels of risk in a Human Resource protocol; Exempt protocol, Minimal Risk Protocol, and Greater than Minimal Risk protocol.

(1)  An Exempt protocol is one that falls within one of the six definitions listed by OHRP: 

(a) 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.


(b) 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.

(c) 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.

(d) 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.

(e) 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.

(f) 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.


(2)  A Minimal Risk protocol is defined as “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)


(3)  All other protocols are considered Greater than Minimal Risk.

7. How do I submit a protocol to the IRB?


a.  The protocol is submitted to the IRB Administrator (ext 7-8150) in a format which is complete and able to stand alone, with minimal additional documentation for the IRB to make decisions concerning it, (Attachment 1).  Also refer to the section titled, “What tangible resources does the project require?”


b.  Once the protocol has been submitted and the Informed Consent (Attachment 2) reviewed by the Legal Office and the HIPAA Compliance Officer, the protocol is forwarded to the Chairman of the IRB, who will distribute it to the members and schedule the date for review by the IRB.

8.  How does the process then approve the protocol?


a.  If the protocol is being considered as an Exempt Protocol, the Chairman will review along with the Vice-Chairman and if the Legal opinion also supports the designation, the Chairman will forward to the Medical Group Commander for approval.


b.  If the protocol does not meet the Exempt criteria, but is a Minimal Risk protocol, the Chairman may review with the Vice-Chairman and Legal Advisor and recommend approval under the Expedited Review or send to the Full Board Review.



(1)  Expedited Review is defined by OHRP as: “Categories of Research that May Be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure” (45 CFR 46).


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) Categories one (1) through seven (7) pertain to both initial and continuing IRB review.

(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 

(a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required.  (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 

(a) From healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or 

(b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

(3) Prospective collection of biological specimens for research purposes by noninvasive means. Examples:

(a) hair and nail clippings in a nondisfiguring manner; 

(b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; 

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

(d) excreta and external secretions (including sweat);

(e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue;

(f) placenta removed at delivery;

(g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor;

(h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylatic 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 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.  


c.  Once reviewed, either by the Expedited process or by the Full IRB review, a recommendation is made to the Medical Group Commander (MDG/CC), for final approval.


d.  Either the IRB or MDG/CC may make recommendations to modify the protocol, at which time the PI has the option of making those modifications, giving reason why the changes cannot be accomplished, or withdrawing the protocol.

9.  What happens after the protocol is approved?


a.  The IRB only recommends approval to the MDG/CC.  The protocol is not finally approved until the MDG/CC grants approval to conduct the protocol at Malcolm Grow.


b.  The IRB will provide a letter to the PI stating that the MDG/CC has granted approval and subject accrual can begin.


c.  The approval is valid for one year (365 days) only.  Each spring the IRB will request an interval report and will conduct an audit.  The interval report will summarize how the protocol is progressing (Attachment 4).  The audit will ensure that the PI and Associate Investigators are following the details of the protocol, particularly, if the Informed Consent Forms are being annotated appropriately.


d.  At the end of the protocol, the PI must provide the IRB with a summary of the results of the protocol.

10.  What happens if I receive re-assignment orders?


a.  If the PI receives reassignment orders, they must either complete the protocol by the time they sign-out of the 89 MDG, or notify the IRB of someone, preferably one of the Associate Investigators, who will assume the responsibility to be the PI.  This change of PI must be agreed to by the IRB, as the IRB must ensure that the training, experience and level of interest of the assuming investigator is acceptable.

11.  Do I need statistics in the protocol?


a.  The need for statistics is based upon the individual protocol, however, there are some statistics which must be considered, such as how many subjects are needed for my protocol to have meaning?  Other issues which may need to be included are; a description of the data collected and are the results statistically significant.

12.  What happens if there is an Adverse Event during the protocol?


a.  Any adverse experience associated with the study that is both serious and unexpected must be reported to the IRB immediately (within 24 hours – even if all the information is not known).  Attachment 3


b.  An Adverse Event is defined as;



a)  Death
b)  Life-threatening adverse experience – the patient was at substantial risk of dying at the time of the adverse event or it is suspected that continued involvement in the research protocol (e.g., that the use or continued use of product under investigation would result in the patient’s death.)  Examples: pacemaker failure; gastrointestinal hemorrhage; bone marrow suppression; infusion pump failure.

c)  Inpatient hospitalization or prolongation of existing hospitalization – admission to the hospital or prolongation of a hospital stay results because of an adverse event.  Examples: anaphylaxis; bleeding causing or prolonging hospitalization.

d)  Persistent or significant disability/incapacity – the adverse event resulted in a significant, persistent, or permanent change, impairment, damage or disruption in the patient’s body function/structure, physical activities or quality of life.  Examples: CVA due to drug-induced hypercoagulability; toxicity; peripheral neuropathy.

e)  Congenital anomaly/birth defect – there are suspicions that exposure during the course of a research study (e.g., investigational drug/device) prior to conception or during pregnancy resulted in an adverse outcome in the child.  Examples: malformation in the offspring cause by thalidomide.

f) Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse experience when, based upon appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.  

g) Unexpected Adverse Events - any untoward experience not identified in the protocol and or the consent form.  For investigational drugs, unexpected is defined as any adverse drug experience that is not listed in the current labeling for the drug product.  These include events that may be symptomatically and pathophysiologically related to an event listed in the labeling, but differ from the event because of greater severity or specificity.  The key to classifying adverse events is they are not listed in the current product label, in the Investigator’s Brochure and not included in the risk description section of the current protocol and informed consent document. 

Attachment 1

PROTOCOL SAMPLE

To be used as an example only, an electronic version is available through the IRB administrative personnel
<PROTOCOL NAME>

1.  Title of Investigation 
2.  Names/Office Symbol/Phone Extension/e-mail address of Principal Investigator, Associate Investigators, Collaborative Investigators, and Medical Monitor.
3.  Facility and or Contractor.  If this is a collaborative/multicenter study, identify the other participating facilities.

4.  Purpose of Investigation.  Give a brief summary, including hypothesis or question to be answered and when possible, the study relevance to the mission of the armed forces.

5.  Risk / Category Of Study.  This research study is Exempt, Minimal Risk or Greater than Minimal Risk.  

6.  Technical Approach.  

6.1.  Summarize all information needed for an adequate evaluation.

6.2.  Include details of the experimental design, and a description of methods to be used.

6.3.  Describe the number, age, and sex of subjects and controls, outlining what inclusion and exclusion criteria will be used.

6.4.  Describe the criteria under which the protocol will be stopped, such as adverse events which may occur.

6.5.  Description of the data collection, and proposed analysis of the data collected.

6.6.  It is important to describe the risks, discomforts, and safeguards, as well as alternative available treatments.

6.7.  Describe any advertisements for volunteers and any compensation for volunteers, if any.

6.8.  Describe what liability the institution may occur, particularly, how medical care for adverse events will be obtained and funded.

6.9.  Collaborative protocols should clearly delineate the responsibilities between the various institutions or groups, as well as medical treatment facilities.  

7.  Protocol Schedule. 

7.1.  Proposed time line after approval is obtained.

7.2.  Duration.

7.3.  Time phases, i.e. recruitment, data collection, analysis, report.

7.4.  Factors which may adversely influence this schedule.

8.  Human Resource Protocols  

8.1.  Include the following statement:

"All subjects will be treated in compliance with AFI 40-402, and applicable FDA, HHS and HIPAA guidelines."

9.  Use of Investigational Drugs.  If the investigation concerns human protocols of treatment or diagnostic procedures involving the use of medications or radiopharmaceuticals not approved by the FDA, include the approved INDError! Bookmark not defined. number and the following information about the investigational drug:

9.1.  Chemical composition of the drug.

9.2.  Other names of drug.

9.3.  Side effects, from most common to rarest.

9.4.  Dosage rate schedule.

9.5.  Modifications in treatment, if side effects occur.

9.6.  Medications to be used or not used during the study.

10.  Use of Investigational Devices.  If investigational devices are used on human subjects, provide the Investigational Device Exemption) number, a copy of the FDA letter assigning the IDE number or a copy of the manufacturer's letter approving the principal investigator or medical facility to perform the study under the auspices of their IDE number.

11.  Support Required.  

11.1.  List all tests/tasks you would like performed and by whom to include Main Lab Support/or Radiology Support.  

11.2.  Pharmacy Support.  List the drugs unfunded by the Surgeon General’s Office or non-DoD source that will come from the Pharmacy budget.  Indicate the quantity, storage and preparations.

11.3.  Radioisotopes.  If radioisotopes are to be used, describe here.

11.4.  Data Analysis.  Describe what data will be compared, and by what method.  Consult with the Biostatistician for assistance.

11.5.  Other Support.  List a separate subparagraph for any other specific support required (e.g. nursing support, storage of specimens, support form other departments/services/flights).  Indicate whether support is standard of care or beyond standard of care.  

12.  Equipment and Supplies.  In this paragraph, list items that the local research facility will need to purchase to accomplish the protocol.  Do NOT include routinely stocked items that your department will provide. 

13.  Personnel Data. 

13.1.  Medical Facility Commander (name, grade, and title).

13.2.  Investigator and Associate Investigators (name, grade, and title).

13.3.  Medical Monitor (name, grade, and title)

14.  Manpower.  Estimate number of work hours to be applied to the investigation, categorized by Air Force specialty code (AFSC); for example: 

14.1.  1 Captain, AFSC XXXX, __total hours duty time, __total hours off-duty time

14.2.  1 Staff Sergeant, AFSC 4AO51, 30 Hours, 5 hours 

14.3.  1 GS-5 Secretary, AFSC 4A051, 60 Hours, 0 hours

15.  Bibliography.  After a thorough review of the appropriate literature, list the major publications in the field of the investigation.  

16.  Attachments.

16.1.  Informed consent document sample.

16.2.  Curriculum vitae of investigators.

16.3.  Other attachments, if applicable (for example, advertisements, gifts):

16.4.  IND/IDE supportive documents.

16.5.  Contractor assurances

16.6.  JAG memo indicating legal review of ICD

16.7.  Any other supportive documentation, such as HIPAA Compliance Officer Review

Investigator’s demographic information

16.8. Attachment 2
To be used as an example only, an electronic version is available through the IRB administrative personnel

	INFORMED CONSENT DOCUMENT 

	
	89TH  MEDICAL GROUP
	

	
	Malcolm Grow Medical Center

1050 West Perimeter Road

Andrews AFB, MD 20762
	

	Privacy Act of 1974 and Health Insurance Portability And Accountability 

Act (HIPAA) applies.  DD Form 2005 filed in and Notice of Privacy Practices 

label contained on the outside of Clinical/Medical Records.



	PRIVACY ISSUES:  Protected health information (PHI) is any health information about you that can reasonably be used to identify you by the person to whom it is provided. The people who are conducting the study (the "Researchers") may need to look at your medical and study records that contain PHI.  Records of your participation in this study may only be disclosed in accordance with federal law, including the Federal Privacy Act, 5 USC 552, HIPAA, and their implementing regulations.  DD Form 2005 contains the Privacy Act Statement for the records.  Government agencies that make rules and policies about how research is done, including the Office for Human Research Protections (OHRP) and the Food and Drug Administration (FDA), have the right to review these records, if applicable.


TITLE OF STUDY

	


INVESTIGATORS' NAMES, DEPARTMENTS, PHONE NUMBERS

	


INTRODUCTION

	It is important that you read and understand several general principles that apply to all who take part in research studies: (a) taking part in the study is entirely voluntary; (b) personal benefit may not result from taking part in the study, but knowledge may be gained that will benefit others; (c) you may withdraw from the study at any time without penalty or loss of any benefits to which you are otherwise entitled. The nature of the study, the risks, inconveniences, discomforts, and other pertinent information about the study are discussed below. If you have personal, religious or ethical beliefs, which you think, might limit the types of medical treatment (for example, blood transfusions) that you would agree to receive; you should discuss them fully with your physician(s) before entering this study. You are urged to discuss any questions you have about this study with your doctor(s) and/or the clinic staff members. 

	You,  




(SSN:  
        -         -             ), understand that you are being asked to participate in a research study.




PURPOSE OF STUDY 

(This section will explain the nature, purpose(s), approximate number of subjects, and the duration of participants’ involvement.)

PROCEDURES

(This section will explain all procedures and the purpose of the procedures to be undergone as part of this study.  Any experimental procedures will be explained as such.)

	


BENEFITS
	You understand that no benefit can be guaranteed.  However, it is intended that this treatment will provide a response as good as or better than conventional therapy.

OR

(For minor subjects)

The purpose of this study is to benefit you.  At this time, the investigator(s) does not know if the most commonly accepted treatments achieve the best possible results.  This study has been designed to learn if the new treatment is as good as or better than the most commonly accepted treatments.  You understand though that participating in this study does not guarantee benefit better than standard treatment.




ALTERNATIVES

(This section will explain your alternative treatment possibilities)

	The alternative is for you not to participate in this study.




RISKS/INCONVENIENCES

 (Any discomfort , risks, inconveniences caused from procedures or drugs used that may be expected from participation in this study.)

	Your participation in this research study involves procedures or the use of medications that could possibly present a risk to unborn children. Since this possibility exists, your physician will do a serum (blood) or urine pregnancy test before you participate in the study.  AS A FEMALE, who should become pregnant during the study, you will immediately inform your physician.  If you are breast-feeding, You will stop upon entering this research study. AS A MALE who wishes to volunteer for this project, you understand that this research study involves procedures or the use of medications that could possibly present a risk to a child conceived while you are receiving this treatment. Whether you are MALE or FEMALE, you agree to personally ensure precautions are taken to prevent pregnancy from occurring.




EVENT OF INJURY

	You understand that your entitlement to medical and dental care and/or compensation in the event of injury is governed by federal laws and regulations, and if you have questions about your rights or if you believe you have received a research-related injury, you may contact the 89th Medical Group Patient Advocate, at (240) 857-5817, or the Principle Investigator of this study at ______________.


OCCURRENCE OF UNANTICIPATED EVENT

	If an unanticipated event (clinical or medical misadventure) occurs during your participation in this study, you will be informed.  If you are not competent at the time to understand the nature of the event, such information will be brought to the attention of your guardian or next of kin.




CONFIDENTIALITY AND PROTECTED HEALTH INFORMATION (PHI)

 (If Applicable-Please Complete All Blanks)

	We will not use or disclose your records in any ways other than the ways we describe in this form, and we will keep your records private to the extent allowed by law.  

Under the Health Insurance Portability and Accountability Act (HIPAA), a federal law enacted to protect the privacy of your protected health information (PHI), before we can use or disclose your PHI, we must provide you with information about what PHI will be used and how it will be used and disclosed.  

Your protected health information that may be used and disclosed in this study includes:

   - [Provide Demographic Information, i.e., age, sex, race, etc.]
   - [Medical History/Surgical History]
   - [Imaging Studies, Laboratory Results]
   - [Other:  List all other information that may be accessed, disclosed or otherwise included in research activities.]
Your protected health information will be used for:  [Provide a brief description of each research project or refer to information in the purpose section of this consent form.]

The disclosure of your protected health information is necessary in order to be able to conduct the research project described. Records of your participation in this study may only be disclosed in accordance with federal law, including the Federal Privacy Act, the Health Insurance Portability and Accountability Act of 1996, 5 U.S.C.552a, and its implementing regulations.  DD Form 2005, Privacy Act Statement - Military Health Records, contains the Privacy Act Statement for the records.  Note:  Protected health information of military service members may be used or disclosed for activities deemed necessary by appropriate military command authorities to ensure the proper execution of the military mission.

By signing this authorization, you give your permission for information gained from your participation in this study to be published in medical literature, discussed for educational purposes, and used generally to further medical science.  You will not be personally identified; all information will be presented as anonymous data.

If you decide to participate in this research, then you will be agreeing to let the Researchers and any other persons, companies or agencies described below use and share your PHI for the study in the ways that are set forth in this section, so please review this section very carefully.  

The Principal Investigator may use and share your health information with: 

   - 89th MDG Institution Review Board

   - Government representatives, which required by law

   - DGMC or Department of Defense representatives

   - [List any collaborators, outside laboratories, agencies, etc.]

   - [If applicable, list sponsor’s name]

   - [List any other groups with whom the information may be shared] 

The researchers [and list sponsor's name, foundations, etc if applicable] agree to protect your health information by using and disclosing it only as permitted by you in this authorization and as directed by state and federal law. 

If your protected health information is disclosed to anyone outside of this study, the information may no longer be protected under this authorization. 

You do not have to sign this authorization.  If you decide not to sign the Authorization, it will not affect your treatment, payment or enrollment in any health plans or affect your eligibility for benefits.  By not signing, you may not be allowed to participate in the research study.  

If you decide you want to revoke your authorization for us to use your PHI, you may do so by completing, signing a revocation letter and forwarding the letter to the PI.

Your Right Under HIPAA to Revoke Your Authorization:  Giving the Researchers your authorization to use and share your PHI is voluntary.  At any time, you may choose to revoke your authorization for the Researchers to use and share your PHI.  If you revoke your authorization, the Researchers may no longer be able to provide you with any research-related treatment, but your revocation will not otherwise affect your current or future health care.  Further, if you revoke your authorization, there will be no penalty or loss of any benefits to which you are otherwise entitled.

If you decide you want to revoke your PHI authorization, prepare and sign a revocation letter.  Forward the letter to the PI.  Once we receive your written revocation of your authorization to use your PHI, we will not make any other use of your PHI or share it with anyone else, except as follows: 

     (a) we will let any other previously identified parties know that you have revoked your authorization; 

     (b) we will not ask any identified parties to return any data that we provided to it/them before you revoked your authorization; 

     (c) and, even after we receive your revocation, we will still provide them and any other parties to whom we stated that we would disclose data with any data that is necessary to preserve the integrity of the research study, and we will provide any governmental or other MDG/CC approved agency with any data that they may need in order to comply with/or investigate adverse events or non-compliance with any applicable laws or instructions.

Personal Representative: I certify that I ________________, am over 18 years of age and that I am the personal representative of ____________________ ("Participant"), a person over 18 years of age, who has been invited to participate in this study but who is unable to sign this form due to physical or mental incapacity. I certify that legally I have been designated as the personal representative of the Participant because [insert description of reason for authority, e.g., "I have a court order dated 0/0/0 naming me as the Participant's legal representative"; I am named as the representative by a Durable Power of Attorney for Healthcare dated 0/0/0," etc.].  I further certify that I have full legal authority to make decisions concerning the participant, including decisions regarding health care and health care information.

PHI May be Re-disclosed:  If we disclose your PHI to one of the other parties described above, that party might further disclose your PHI to another party.  After the study is concluded and the data has been transmitted to the national agency sponsoring the study, the responsibility of DGMC is ended.

Expiration Date or Event:  (You must include a date or event after which the PHI collected pursuant to the Authorization will no longer be used.  For research purposes, you may state that the Authorization remains in effect until the "end of the study and any applicable records retention period," or, if the data is being collected to compile a research database, or for a similar purpose, then you may state that there is no expiration date.  Other possible expiration dates/events are: closure of the study; end of data collection; destruction of database; "____" years after closure of study; FDA approval of study drug; or a specific date.  In choosing an end event, it is always important to make sure that the date or event you choose allows for retention of PHI for any applicable records-retention periods.)

	


DECISION TO PARTICIPATE

	The decision to participate in this study is completely voluntary on your part.  No one has coerced or intimidated you into participating in this program.  You are participating because you want to.  Your investigator(s) has adequately answered any and all questions you have about this study, your participation, and the procedures involved.  You understand that the investigator will be available to answer any questions concerning procedures throughout this study.  You understand that if significant new findings develop during the course of this study that may relate to your decision to continue participation, you will be informed.  You further understand that you may withdraw this consent at any time and discontinue further participation in this study without prejudice to your entitlement to care.  You also understand that the investigator of this study may terminate your participation in this study at any time if you feel this to be in your best interest.  You have been provided a copy of this consent form.




	Your signature below indicates your willingness to participate in this research 

study and serves as your consent to release your protected health information.



	(Subject's Printed Name)



	(Subject's SSN)

	(Subject's Signature) 
	(FMP* & Sponsor's SSN)
	(Date)

	(Advising Investigator’s Signature) 
	(Investigator's SSN)
	(Date)

	(Witness’s Signature) 
	(Witness's SSN)
	(Date)

	Distribution:

(1) Clinical Investigation Program; [original]

(2) Research Volunteer;

(3) Volunteer’s Outpatient Medical Record, (permanently maintained);

(4) Principal Investigator.

( FMP (Family Member Prefix) such as 20 - sponsor, 30 - dependent spouse, 01 - first child, etc...)




Attachment 3

To be used as an example only, an electronic version is available through the IRB administrative personnel
Serious or Unexpected Adverse Event Report

DATE

MEMORANDUM FOR  89th MDG Institutional Review Board

FROM:  (Your Office Symbol / Investigator(s) Name, Address)

SUBJECT:  Serious or Unexpected Adverse Event

1.  Protocol Number: 
2.  Protocol Title: 

3.  Type of Adverse Event:  (Choose one below - Serious Adverse Event or Unexpected Adverse Event)
a)  Death – report all deaths 

b)  Life-threatening adverse experience – report if the patient was at substantial risk of dying at the time of the adverse event or it is suspected that continued involvement in the research protocol (e.g., that the use or continued use of product under investigation would result in the patient’s death.)  Examples: pacemaker failure; gastrointestinal hemorrhage; bone marrow suppression; infusion pump failure.

c)  Inpatient hospitalization or prolongation of existing hospitalization – report if admission to the hospital or prolongation of a hospital stay results because of an adverse event.  Examples: anaphylaxis; bleeding causing or prolonging hospitalization.

d)  Persistent or significant disability/incapacity – report if the adverse event resulted in a significant, persistent, or permanent change, impairment, damage or disruption in the patient’s body function/structure, physical activities or quality of life.  Examples: CVA due to drug-induced hypercoagulability; toxicity; peripheral neuropathy.

e)  Congenital anomaly/birth defect – report if there are suspicions that exposure during the course of a research study (e.g., investigational drug/device) prior to conception or during pregnancy resulted in an adverse outcome in the child.  Examples: malformation in the offspring cause by thalidomide.

f) Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse experience when, based upon appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.  

OR

g) Unexpected Adverse Events - In general, an unexpected adverse event is any untoward experience not identified in the protocol and or the consent form.  For investigational drugs, unexpected is defined as any adverse drug experience that is not listed in the current labeling for the drug product.  These include events that may be symptomatically and pathophysiologically related to an event listed in the labeling, but differ from the event because of greater severity or specificity.  The key to classifying adverse events is they are not listed in the current product label, in the Investigator’s Brochure and not included in the risk description section of the current protocol and informed consent document. 

Any adverse experience associated with the study that is both serious and unexpected must be reported to the IRB immediately (within 24 hours – even if all the information is not known).  Summarize the serious, unexpected adverse event below.  You must answer ALL the questions below for each AE)

a)  Date of AE
Type of Adverse Event
date

(e.g. death, allergic reaction)
b)  Relationship of adverse event to the study: (Choose only one.)


Definitely
Probably
Possibly

Unlikely

Definitely Not
c)  If this is a multi-center study, does the AE involve a patient enrolled at this institution?  Y / N
d)  Classify the severity of the AE:  (choose one:  fatal, life-threatening, severe, moderate, mild)
e)  Describe the adverse event. (Include information on any medications or medical devices under investigation, route of administration, dosage, and reason for use, action taken regarding product use, clinical outcome.  You may attach the safety report if this is an adverse event being reported by multi-center clinical trials)
4.  Signature of Principal Investigator: (Please note that only the PI,  may sign the adverse event report)
5.  Signature of Medical Monitor: (For greater than minimal risk studies)
6.  Signature of the IRB Chairman: 

Attachment 4
To be used as an example only, an electronic version is available through the IRB administrative personnel
PROGRESS/FINAL REPORT

MEMORANDUM FOR 89MDG IRB



                                          Date:

FROM: 

SUBJECT: Research Protocol Name

1.  Status of study:  Include status of study and a brief summary of any results (preliminary or final) obtained in the study.  If the study is part of a multi-center trial, this should be clarified and any available results provided.  Explain any problems or changes with the study i.e. informed consent obtainment/documentation, new information since last review. 

2.  Number of subjects participating in the study.   Include the number of male and female subjects accrued to date since activation of the study.  If none, please explain.  Number of subjects accrued by ethnic origin and explanation of subject accrual demographics if there appeared to be inequitable recruitment of subjects.

3.  Status of subjects entered into the study.     Include the status of subjects entered into the protocol (benefits/adverse reactions). The number and description of unanticipated adverse event(s) from initial approval of the study to the present (even if these occurred at other multi-center locations).  The number of subject withdrawals from the study and the reasons for the withdrawal.

4.  Current risk/benefit assessment of the study.  Has anything happened since the last IRB review?  Were there any  unanticipated risks which may have altered the risk/benefit relationship?    Any significant new findings that may relate to the subjects’ willingness to continue participation should be provided to the subjects in accordance with 21 CFR 50-25 (b)(5).

    Include a copy of the consent form currently in use and submit it with this report as Attachment.

5.  Status of resources allotted for the study.    Include comments on funds and equipment received from the Surgeon General's Research Oversight Committee, if any.

6.  Estimated completion date of the study and percent completed.

7.  For final reports, include the following:

   A statement as to whether the objective of the study was met.

   A summary of the entire study to include how the findings may benefit the Air Force.

   If the study was terminated prior to completion, explain why.

8.  Include a copy of the consent form currently in use and submit it with this report (label attachment 1- ICD)

9.  Publications and presentations made (Attach a copy).

                                                             SIGNATURE BLOCK OF PRINCIPLE INVESTIGATOR

Attachments:

1. ICD

2. Publication/Presentation (for final reports)


Attachment 5

SAMPLE FORMAT- REQUEST APPROVAL FOR ADVERTISMENT 

To be used as an example only, an electronic version is available through the IRB administrative personnel
                                                                                                                                           Date:

MEMORANDUM FOR 89 MDG INSTITUTIONAL REVIEW BOARD

                                        PUBLIC AFFAIRS OFFICE

FROM:

SUBJECT:  Advertisement to Recruit Research Subjects

      Request approval of the following advertisement for recruitment of research subjects:

TITLE OF PROTOCOL AND NUMBER:

PRINCIPAL INVESTIGATOR:

ADVERTISEMENT:  (The advertisement should briefly describe the purpose of the study, eligibility criteria used to enroll subjects, potential benefits expected, name and address of the investigator conducting the study, location of the study and contact person for further information.)

SOURCE OF ADVERTISEMENT:  (Where will the advertisement appear: Capital Flyer, local newspapers, bulletin boards, other?)

                                                                      Signature

                                                                      Principal Investigator Signature Block

[Note:   The 89 MG IRB will approve the content of the advertisement or any changes in the content of an approved advertisement.  IRB oversight aims at ensuring that advertisements strike a reasonable balance between the legitimate goal of recruitment and the adequacy of disclosure about the nature of clinical research.  Review will be in light of the following questions:

1. Does the advertisement make clear that subjects are being recruited for research?

2. Does the message of the advertisement have the potential to contribute to confusion between research participation and standard clinical care?

3. Are the suggested benefits of research participation commensurate with the scientific protocol and consent forms?

4. Does the advertisement disclose important features of the study design that may influence enrollment?

5. Does the advertisement mention that risks will be disclosed prior to study enrollment?

The appropriate authority should approve the placement of the advertisement.  If you plan to advertise on installations that are outside of Andrews Air Force Base, then you need to obtain an approval from each of the installations.]
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