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Instructions:  This form may be used only for requests to use biospecimens for research purposes. For research involving any other study procedures, (i.e., medical record review, patient intervention, follow-up, or other contact with patient) the standard IRB application must be submitted. This form may be used to obtain a ‘Not Human Subject’ determination, IRB Exempt status (45 CFR 46.101), or Expedited IRB approval (45 CFR 46.110). 
Definitions:  BioSpecimens include tissue, blood, sputum, urine, stool, bone, or teeth. Most human biospecimens come from samples collected for diagnostic or therapeutic procedures, but other sources can include autopsies, volunteer donors, or materials collected and shared by other researchers. A Discarded Specimen is that portion of a human specimen specifically collected for medical care (diagnosis, treatment, surgery) of a patient but remains after all such purposes have been met. Research Repository is a collection of any human biological materials (whether or not individually-identifiable) intended to be used for future research purpose(s). 
SECTION I.  INVESTIGATOR INFORMATION

	A. Principal Investigator (name, degrees)
	Dept./Section
	Ext.
	E-Mail

	HSE Expiration 
	Status



	     
	     
	     
	     
	     
	Full Time Faculty

	B. All persons viewing identifiable data  (names, degrees)
	
	
	
	
	

	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	C. Other personnel involved in the design, conduct, or reporting of the research study
	
	
	
	
	

	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	D. Preferred study contact, if additional to PI
     
	Ext.
     
	E-Mail
     
	FAX
     
	Building - Room #
     

	For each individual listed above, go to http://www.llu.edu/assets/research-affairs/docs/research-coi-training-access-guide.pdf for instructions and links to the conflict of interest training and disclosure system.


SECTION II.  DESCRIPTION OF RESEARCH

A.  Title of protocol:      
B.  Purpose of sample collection (describe succinctly):      
C.  Project start date:      
D.  Funding source(s):
If intramural, what department or fund?      
If extramural, what is the name of the sponsor?       LLeRA #      
SECTION III.  DESCRIPTION OF BIOSPECIMEN(S) TO BE USED IN RESEARCH

A.  Specimen Types - Check all that apply: 
 FORMCHECKBOX 
 Blood
 FORMCHECKBOX 
 Bone
 FORMCHECKBOX 
 Bone marrow 
 FORMCHECKBOX 
 DNA
 FORMCHECKBOX 
 Extracted Teeth
 FORMCHECKBOX 
 Pathology Specimen
 FORMCHECKBOX 
 Sputum
 FORMCHECKBOX 
 Stool 
 FORMCHECKBOX 
 Tissue
 FORMCHECKBOX 
 Urine

 FORMCHECKBOX 
 Other; describe      
B.  Stem Cell Research Oversight (SCRO) screening:  Does the project involve the creation or use of human embryonic stem cells; the creation or use of neural stem cells or neural stem cell precursors; or the transplantation of any of these cell types into humans or laboratory animals?

    FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Letter of approval from SCRO required.

C.  Institutional Biosafety Committee (IBC) screening:
1. Are human or animal infectious agents (bacteria, virus, yeast, fungi, prions, rickettsias, parasites, etc.) introduced or manipulated in this study?

  FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Letter of approval from IBC required.
2. Will the following materials will be used in the project? (Contact biosafety@llu.edu for more information.)

          FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Recombinant or synthetic nucleic acids, or gene transfer
   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes: Carcinogens, mutagens, nanoparticles, or other toxic or hazardous materials

D.  Number of samples desired:      
E.  Amount of sample needed:       
F.  Source of sample(s):
 FORMCHECKBOX 
 Another LLU IRB-approved study; PI Name & IRB#       
 FORMCHECKBOX 
 An IRB-approved biospecimen research repository;  identify, including IRB #      
 FORMCHECKBOX 
 LLUAHSC department (for any department not represented by an investigator listed in section I above). 

Department name:         Letter of agreement must be attached.
 FORMCHECKBOX 
 Non-LLU Investigator: PI Name & IRB#      ; Attach copy of IRB approval from Investigator’s institution.
 FORMCHECKBOX 
 Non-LLUAHSC entity – specify:      
Letter of agreement must be attached.

 FORMCHECKBOX 
 Other - specify:      
G.  Detailed explanation of how specimens will be obtained:      
SECTION IV.  SELECT THE SCENARIO THAT BEST FITS THE PROPOSED RESEARCH: 
Human specimen research is categorized based on investigator’s access to and recording of patient identifiers associated with the sample.  (See OHRP Flowchart.)  To determine the level of IRB oversight, confirm that your study conforms to all the related requirements listed in that scenario.   
 FORMCHECKBOX 
  SCENARIO A. BIOLOGICAL SPECIMEN WITH NO RESEARCH CONSENT [Not Human Subject Research per 45 CFR 46.102(d) & (f)]

Regulatory qualification -- Unidentified specimen:  Investigators will receive IRB documentation of “Not Human Research.” 
· Specimen(s) available to the investigator without any patient identifiers (see list of HIPAA identifiers). OR specimen is supplied to the researcher from a repository in which the specimens are not associated with any identifiers nor a code linked to identifiers. OR specimen is provided and the supplier of specimens maintains a secure firewall preventing recipients from receiving access to identifiers.
· Alternative to above: Meets definition of DISCARD SPECIMEN.  If research specimen is to be obtained prospectively at time of this IRB submission:

· No excess specimen will be taken from the patient for research purposes at the time of specimen collection.
· Surgeon or other medical personnel collecting the specimen for medical purposes cannot be an investigator on the study.
· Specimen must be de-identified prior to research samples being provided to any of the investigators listed on this application. 

· If research specimen already exists (‘on the shelf’), it resides without identifiers. 

· This specimen will not be developed into a commercial product.
· May include Autopsy Specimen if above criteria are met.  
[Proceed to Section V]
 FORMCHECKBOX 
  SCENARIO B. DE-IDENTIFIED (“ANONYMIZED”) BIOLOGICAL SPECIMEN WITH NO RESEARCH CONSENT BUT REQUIRES WAIVER OF HIPAA AUTHORIZATION [Human Subject Research qualifies for Exempt Status per 45 CFR 46.101(4)]: IRB will provide confirmation of Exempt status.
· Retrospective only (must exist, be ‘on the shelf,’ at time of this IRB submission).
· One or more of the listed investigators may have knowledge of individual subject identity or access to associated identifiable health information. 
· Investigator(s) WILL NOT collect or record individual identifiers (PHI) at the time specimen is obtained. OR Researcher strips samples of identifiers in a manner that samples can no longer (ever) be linked to an identified specimen/person.
· Investigator(s) WILL NOT maintain a linking code between individual identifiers and the research data.
· Must complete waiver request for HIPAA authorization (Appendix C). 
· This specimen will not be developed into a commercial product.

[Proceed to Section V]
 FORMCHECKBOX 
 SCENARIO C. IDENTIFIABLE BIOLOGICAL SPECIMEN WITH RESEARCH CONSENT AND HIPAA AUTHORIZATION [Human Subject Research may qualify for Expedited Approval per 45 CFR 46.110.]  All study procedures in the proposed research must fit in one or more of Expedited categories below; for all other studies, submit standard IRB application as directed.
· Most frequently constitutes prospective collection, i.e., proposed use is requested at time patient is undergoing treatment or diagnosis.
· May be retrospective if specimen use does not qualify under Scenarios A and B above.

· This scenario must be followed If study includes both retrospective (existing) specimens AND prospective; the retrospective collection may still qualify for waivers.
· Does not have to meet ‘Discard’ definition.
· Written consent and HIPAA authorization should be obtained, especially for prospective collection.  See Consent Template.  NOTE: If this would be extremely difficult, impracticable, or impossible, waivers of written consent and/or HIPAA Authorization may be requested (complete waiver request; see Appendices B and C below).   If specimen collection is prospective, a waiver of HIPAA Authorization must be submitted to the convened IRB/Privacy Board. 
· Requires response to the following:

1)  If consent was obtained as part of a prior IRB-approved study, this use of the biospecimen should conform to the scope of research allowed by the original consent.  Attach consent used and identify PI’s name and IRB #:      
2)  Complete Appendix A for Plan for Recruitment and Informed Consent.
3)  This Scenario allows use of Protected Health Information:  Complete Appendix D Certification of Patient Privacy & Subject Confidentiality. 
4)  Describe in consent eventual disposition of specimens as follows:

 FORMCHECKBOX 
 discarded at end of this study
 FORMCHECKBOX 
 retained for possible future use

5)  Select the Expedited Category below that best describes the study procedures.  (If more than one applies, choose the one that raises the potential for greater risk.)
 
 FORMCHECKBOX 
  Expedited Category 2.  Blood sample (collected by finger stick, heel stick, ear stick, or venipuncture)?  

See Q-tip for limits according to subject’s age, health status, weight, and amount and frequency of blood draw     
 FORMCHECKBOX 
  Expedited Category 3.  Prospective collection of biological specimens for research purposes by noninvasive means. 

 FORMCHECKBOX 
  Expedited Category 5. Use of specimens that have been collected or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis) 
[Proceed to Section V]
SECTION V:  RESEARCH SUMMARY
Summarize the proposed research, including details that support your selection of the Scenario above.
     
SECTION VI:  OTHER INSTITUTIONAL REVIEWS

A.  Will biospecimens be released outside the institution?  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes; If yes, specify who will receive the sample, for what purpose, and whether identifying information will be released.       
(Informed consent & HIPAA Authorization are required to release specimens with identifiers outside of the institution).  Contact Technology Transfer at 909-558-7184 (or ext. 44831) to obtain a Material Transfer Agreement. 

B.  Are samples radioactive?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes; If yes, contact Radiation Safety  at 909-558-4913 (or ext. 58148) for assistance.
C.  Does the project involve potentially biohazardous material or recombinant DNA, such as plasmids, viral vectors, or genetically modified organisms or microorganisms?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes; If yes, submit to Institutional Biosafety Committee or provide date of approval:      
D.  Does the project involve the creation or use of human embryonic stem cells or human induced pluripotent stem (iPS) cells; and/or the transplantation of human neural stems cells into humans or laboratory animals?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

E.  Will human tissues be placed in animals?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes; If yes, submit to the IACUC.  Contact Research Protection Programs at 909-558-4531 (or ext. 44531) for assistance.
F.  Does the proposal involve transfer or transport of biospecimen materials or related data outside of the U.S or to foreign nationals?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes; If yes, contact Research Integrity at 909-558-8166 (or ext. 88166) for assistance.
SECTION VII:  RISKS  

A. Medical:  If research requests involves pathological specimens, the amount of material available for clinical analysis, future storage or testing may be reduced.  

a.  FORMCHECKBOX 
 Not applicable.

b. Justify why the amount of tissue you need is the minimal amount necessary (for example, amount for an assay).      
B.  Privacy: Attach Certification of Patient Privacy and Subject Confidentiality (Appendix D) if instructed in above scenario.
SECTION VIII. BENEFITS

A.  State the expected benefits to the subjects.  For research involving biospecimens, it is likely individuals will not benefit.  It is okay to say “none.”       
B.  State the expected benefits to society ( e.g. your profession, your field of study, future patients or populations)       
SECTION IX.  SUPPORTING SIGNATURES

A.  DECLARATION BY PRINCIPAL INVESTIGATOR:

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study in accord with the Ethical Principles & Guidelines for Research Involving Human Subjects (the "Belmont Report") including the following:

· The ethical performance of the project. 
· The protection of the rights and welfare of human subjects.
· Strict adherence to any stipulations imposed by the IRB.

I will verify that a) my research team will collect only information essential to the study and in accordance with the Minimum Necessary Standard, b)  to the greatest extent possible, access to the information will be limited within the research team, and c) I will not re-use or disclose protected health information to any other person or entity, except as required by law, research oversight, or those uses outlined in institutional guidance.                                                                                                                

If I am the faculty sponsor of a student or guest investigator, I further certify that: 
A.  The student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.
B.  This project has been reviewed and approved by the thesis/dissertation committee.

C.  I agree to meet with the student or guest investigator on a regular basis to monitor study progress.  Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them.

D.  If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence, and I will advise the IRB by letter of such arrangements.
I certify that the information provided in this application is complete and accurate.  I agree to and will abide by the conditions outlined in the selected scenario (above.)
Signed: ______________________________________________      ______________________



Principal Investigator




Date

B. DECLARATION BY STUDENT INVESTIGATOR(S):

I accept my responsibilities in complying with Loma Linda University policies and procedures for protection of human subjects in research and supporting the responsibility of my faculty sponsor, described above.

Signed: _______________________________________________________________________________________

C.  SIGNATURE OF DEPARTMENT CHAIR:

This project has been reviewed for scientific merit and has the academic endorsement of the department.

Signed: ______________________________________________      ______________________



Department Chair





Date

Printed Name: ______________________________________________     

SECTION X.  ATTACHMENTS

Scenario B:

 FORMCHECKBOX 
  Appendix C: Request for Waiver of HIPAA Authorization

Scenario C: 

 FORMCHECKBOX 
  Consent documents
 FORMCHECKBOX 
 Adult consent

 FORMCHECKBOX 
 Parental Permission/consent


 FORMCHECKBOX 
  Assent for minor
 FORMCHECKBOX 
 Verbal Script
 FORMCHECKBOX 
  HIPAA Authorization 

 FORMCHECKBOX 
  Appendix A: Plan for Recruitment & Informed Consent
 FORMCHECKBOX 
  Appendix B: Request for Waiver of Consent
 FORMCHECKBOX 
  Appendix D: Certification of Patient Privacy & Subject Confidentiality
 FORMCHECKBOX 
  Letter(s) of agreement: describe      
 FORMCHECKBOX 
  Other:

1.  
2.

3.



A.  Describe your plan for recruiting subjects:      

 FORMTEXT 
     
Complete the following.

1.  Source of subjects:




a.   FORMCHECKBOX 
 PI/collaborators will recruit his/her/their own patients/clients/students/employees.

b.   FORMCHECKBOX 
 PI will send an IRB-approved letter to colleagues asking for referrals.  If patients, clinical personnel will make initial contact.  If the patient is interested, the patient will contact the PI or (with permission of the patient) the treating physician will invite the PI to talk with the patient about enrollment.

c.   FORMCHECKBOX 
 PI will send an IRB-approved letter to colleagues asking the physician to send out IRB approved general “Dear Patient” letters describing the research study.  The PI may draft the letter with the treating physician’s signature but may not have access to the patient names or addresses for mailing.  If the PI wants the letters to be personalized (Dear Mr. Doe), the personal information would have to be entered by the treating physician.

d.  Other, specify:      
2.  Will recruitment require use of flyers, posters, hand-outs, or other forms of advertising? 
 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Attach copy for IRB review/approval.

3.  Will recruitment require verbal (including telephone) recruitment? 
 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Attach script; See Phone Script Elements 

4.  Will recruitment involve electronic (web, twitter, Facebook, or e-mail) recruiting?  

 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes, describe:      
B.  Describe your plan for obtaining consent:      

 FORMTEXT 
     
Complete the following:

1. What location will be used for the subject to sign the consent?      
2. Relative to the performance of research interventions, is consent obtained  FORMCHECKBOX 
 in conjunction with or  FORMCHECKBOX 
  at a separate appointment from the performance of research interventions?      
3. Which consent documents are required? Check all that apply:

 FORMCHECKBOX 
 Informed Consent Document(s) 

 FORMCHECKBOX 
 Consent/Permission of Parent/Guardian
 FORMCHECKBOX 
 Assent of Minor (13 – 17 yrs old; provide signature with parent on Consent Permission Form)

 FORMCHECKBOX 
 Assent of Minor (7 – 12 yrs old; simplified text)
 FORMCHECKBOX 
 Authorization for Use of Protected Health Information or Authorization for Use of Protected Health Information (for children) when using patient information for research 

4. If a consent waiver is requested, select one of the following and respond to guidance:

 FORMCHECKBOX 
 Waiver of consent (Waiver request form, Appendix B)
 FORMCHECKBOX 
 Waiver of written consent  (Provide text of verbal consent)
 FORMCHECKBOX 
 Waiver of signed consent  (Provide text for Information sheet)
 FORMCHECKBOX 
 Waiver of HIPAA authorization (Waiver request form, Appendix C)

A.  Proposed research involves no more than minimal risk (the probability and magnitude of harm is not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests of the general population.)
 FORMCHECKBOX 
 All reports or lab values were obtained during the course of routine treatment.  

 FORMCHECKBOX 
 There is minimal risk to the subjects since data obtained is part of a routine testing session.

 FORMCHECKBOX 
 This study only involves data collection from existing medical records or qualifying subjects already treated in the past.   No interventions will be made.

 FORMCHECKBOX 
 The study uses leftover specimens, that is, remnants of specimens collected for routine clinical care or analysis that would have been discarded.

B.  Rights and welfare of subjects will not be adversely affected.

 FORMCHECKBOX 
 No patients will be identified in any report.

 FORMCHECKBOX 
 No personal identifying information will be included.

 FORMCHECKBOX 
 Patients; names, demographics, or other specific information will not be revealed.

C.  Research could not be practicably be carried out without a waiver of consent.

 FORMCHECKBOX 
 Many of the subjects do not live in the immediate area or may already be discharged or deceased.
 FORMCHECKBOX 
 Subjects who might benefit are no longer in treatment and follow-up is not possible.

 FORMCHECKBOX 
 The specimens are not individually identifiable, i.e., the identity of the subject is not known to and may not readily be ascertained by the investigator or any other   investigation, including the sponsor because no test results from the research will be reported to any subject or the subject’s healthcare provider.
 FORMCHECKBOX 
 The individuals caring for the patient are different from those conducting the investigation.

 FORMCHECKBOX 
 The supplier of the specimens has established policies and procedures to prevent the release of identifying information.

D. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
 FORMCHECKBOX 
 Results will be published for general and professional use.

Other (Additional justification for waiver of consent if above conditions do not apply to this study):       

 FORMTEXT 
     

A.  The research cannot practicably be conducted without access to the PHI because:

 FORMCHECKBOX 
  PHI is needed to identify subject eligibility. Explain:
     
 FORMCHECKBOX 
  PHI is needed to answer the research question. Explain:
     
 FORMCHECKBOX 
  Other. Explain:
     
B.  Will subject identifiers be shared outside LLUAHSC (OHCA - Organized Health Care Arrangement)? Before answering, please review the 19 identifiers. 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Subject-related data will not include subject identifiers at time research data are compiled or no PHI will be shared.
 FORMCHECKBOX 
 Research data are coded.  Answer part c below.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Waiver of HIPAA Authorization is not appropriate.  Contact IRB for assistance/guidance. 

 FORMCHECKBOX 
 Subject identifiers will be shared with the following: (check all that apply and answer part c below):

 FORMCHECKBOX 
 Non-LLU Statistician
 FORMCHECKBOX 
 Consultant(s) or Contractor(s)*

 FORMCHECKBOX 
 Other Research Laboratory(ies)
 FORMCHECKBOX 
 Data, Tissue, Specimen Registry(s) 

 FORMCHECKBOX 
 Publication(s)
 FORMCHECKBOX 
 Coordinating Center

 FORMCHECKBOX 
 Data Monitoring Committee(s)
 FORMCHECKBOX 
 Subjects

 FORMCHECKBOX 
 Sponsor(s)




 FORMCHECKBOX 
 Other 
* If utilizing a Consultant and/or Contractor to assist with research, consult section X of the "Researcher's Guide to HIPAA" to determine if a Business Associate Agreement is required. 

Note that disclosures will be tracked according to section XV of the “Researcher's Guide to HIPAA” when Waiver of Authorization has been obtained and/or information has been shared with an individual/entity outside LLUAHSC.
C.  There is minimal risk to the privacy of the subject because the following safeguards will be in place to protect identifiers from improper use or disclosure (mark all that apply below):  

 FORMCHECKBOX 
  The information will not be disclosed unless it is stripped of all identifiers.
 FORMCHECKBOX 
  Data will be coded prior to any disclosure.  If the PI will retain the master list, a Code Access Agreement will be in place prior to release of data.  


I. DATA USE  
A. What identifiers will be recorded?

a.  FORMCHECKBOX 
Limited data set.  (Research data that include personal identifiers limited to one or more of the following: Zip codes, Geocodes, Dates of birth, and Other date info.)  Sign and attach a Data Use Agreement to this application.
b.  FORMCHECKBOX 
Primary identifiers to include the following (check all that apply):
	 FORMCHECKBOX 
  Names
	 FORMCHECKBOX 
  Social security number
	 FORMCHECKBOX 
  E-mail addresses

	 FORMCHECKBOX 
  Date of birth
	 FORMCHECKBOX 
  Medical record number
	 FORMCHECKBOX 
  Web Universal Resource Locators

	 FORMCHECKBOX 
  Ages over 89
	 FORMCHECKBOX 
  Health plan beneficiary number
	 FORMCHECKBOX 
  Internet Protocol address numbers

	 FORMCHECKBOX 
  Date of service
	 FORMCHECKBOX 
  Account numbers
	 FORMCHECKBOX 
  Device identifiers and serial numbers

	 FORMCHECKBOX 
  Other dates
	 FORMCHECKBOX 
  Certificate/License numbers
	 FORMCHECKBOX 
  Biometric identifiers (e.g., finger and voice prints)

	 FORMCHECKBOX 
  Telephone/fax numbers
	 FORMCHECKBOX 
  Vehicle identifiers & Serial/License plate numbers
	 FORMCHECKBOX 
  Full face photographs & comparable images

	 FORMCHECKBOX 
  Postal addresses  (including town, city, and zip codes)


II.  ELIMINATION OF IDENTIFIERS

Identifiers must be destroyed at the earliest opportunity consistent with the conduct of the research. Choose one: 

A.  Prior to data analysis:

 FORMCHECKBOX 
  At the time data are recorded for research purposes.  
 FORMCHECKBOX 
  After associating data with other research materials (i.e. x-rays, lap specimens), but before data analysis.  

B.   FORMCHECKBOX 
  After completion of data analysis

C.   FORMCHECKBOX 
  Identifiers will be retained indefinitely because:      
D.   FORMCHECKBOX 
  Other - specify:      
III. SAFEGUARDS FOR DATA STORAGE, TRANSMITTAL, AND TRANSPORT 

A. Will patient identifiers be protected by use of a code/key for re-identification purposes?

 FORMCHECKBOX 
  No.  Explain why a code/key will not be used:        
 FORMCHECKBOX 
  Yes. A code/key will be created/used for re-identification purposes.  The code/key will be:

 FORMCHECKBOX 
  Random.  The code/key is not derived from any of the above identifiers.

 FORMCHECKBOX 
  Derived. The code/key is derived from one or more of the above identifiers.

B. If a code linking to subject identifiers is used, IRB requires that the linking code be stored in a different location than the research data and be maintained in a secure fashion .
 FORMCHECKBOX 
 Describe where the code with identifiers will be stored securely:      
 FORMCHECKBOX 
 To request IRB approval of an exception to the above security plan, provide justification and describe how other security measures will be implemented:      
IV. STORAGE OF RESEARCH DATA
How will you store the research data?

 FORMCHECKBOX 
  In hard copy format.  Check all security measures that will be taken and describe the details in your IRB protocol:

 FORMCHECKBOX 
 Locked suite
 FORMCHECKBOX 
 Locked office
 FORMCHECKBOX 
 Locked file cabinet

 FORMCHECKBOX 
 Other - specify:      
 FORMCHECKBOX 
  Electronically.  Confirm each by reading and checking all of the items below:

 FORMCHECKBOX 
  Password protection.

 FORMCHECKBOX 
  Data saved only to a secure storage location i.e., a LLU/LLUMC secured server or network.   Note: Saving to the c: or local drive is not secure
 FORMCHECKBOX 
  If a portable device is used (e.g., laptop, PDA), data will be saved only if (1) the device is encrypted, (2) the storage is temporary, and (3) the portable device is in a physically secure location.  Note:  Leaving a portable device in any unattended vehicle is not secure.
 FORMCHECKBOX 
  Once portable device is no longer needed to collect/capture, or store PHI, it should be taken to IS for disposal of PHI.

If unable to secure the data as indicated above, briefly summarize the reason:      
For guidance on creating a strong password and assistance with secure storage locations and proper encryption methods, contact the IS Help Desk:  LLU (x48611), LLUMC (x48889).

V. TRANSMITTAL & TRANSPORT OF RESEARCH DATA
How will you transmit or transport research data?

 FORMCHECKBOX 
  In hard copy format.  Hard copy research data will be transmitted and/or transported. Check proposed method and describe in your IRB protocol.

 FORMCHECKBOX 
 Fax.  Cover sheet with confidentiality statement
 FORMCHECKBOX 
 Courier.  Data in sealed envelope marked confidential

 FORMCHECKBOX 
 Hand-delivery. Data in sealed envelope marked confidential
 FORMCHECKBOX 
 U.S. Mail.

 FORMCHECKBOX 
 Express Mail service (e.g., FedEx, DHL).

 FORMCHECKBOX 
 Vehicle.  Data must not be left in vehicle unattended

 FORMCHECKBOX 
 Hardcopy data no longer needed will be shredded or placed in a designated blue bin for shredding.

 FORMCHECKBOX 
 Other - specify:       
  FORMCHECKBOX 
  Electronically.  Check proposed method and add the corresponding security measure to your IRB protocol:

 FORMCHECKBOX 
 Email.  LLU/LLUMC email system will be used only (for on/off site use).** 

 FORMCHECKBOX 
 Web interface.  Only as required/provided by the research sponsor or a contracted entity, and the research sponsor or contracted entity assumes full responsibility for the security of the data collected and maintained in its systems.  Note: A secure web page will have https in the address line.

 FORMCHECKBOX 
 Fax (through system application).  The system application must be an IS approved application.

 FORMCHECKBOX 
 Portable device and/or removable media e.g., laptop, disk, CD, back up device.  Data must be encrypted using IS approved methodology.  Device or medium must not be unattended during transport and must be maintained in a physically secure area (e.g., locked file, cabinet.)

 FORMCHECKBOX 
 Other - specify:      
** Transmittal of unencrypted patient data via email sent outside of LLU/LLUMC’s Outlook System is prohibited.  Instant Messaging is prohibited under any condition. 

Institutional Review Board


Application Form –BioSpecimens





RESEARCH PROTECTION PROGRAMS


LOMA LINDA UNIVERSITY | Office of the Vice President of Research Affairs


 24887 Taylor Street, Suite 202 Loma Linda, CA 92350�(909) 558-4531 (voice) / (909) 558-0131 (fax)





APPENDIX A:  PLAN FOR RECRUITMENT & INFORMED CONSENT





*	Complete�question�3 OR 4





APPENDIX B:  REQUEST FOR WAIVER OF CONSENT





To obtain a waiver of consent, the following items must be documented per � HYPERLINK "http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html" \l "46.116" ��45 CFR 46.116�.  For each regulatory statement, check all


the conditions  that accurately describe your proposed research use of the biospecimen.








APPENDIX C:  REQUEST FOR WAIVER OF HIPAA AUTHORIZATION





For prospective specimencollection, this waiver of HIPAA Authorization must be submitted for Full Board review.  See the � HYPERLINK "http://research.llu.edu/CalendarInternal.asp" ��calendar� for deadlines and the � HYPERLINK "http://www.llu.edu/research-affairs/forms-and-online-tools.page?" ��Convened (Full Board) Checklist� for information on the number of copies required.





For use of existing specimens, submit as required for Administrative review (see � HYPERLINK "http://www.llu.edu/assets/research-affairs/docs/irb-checklist-for-administrative-review.doc" ��Administrative Checklist�.)


   














APPENDIX D:  CERTIFICATION OF PATIENT PRIVACY & SUBJECT CONFIDENTIALITY
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