PI: 
________________

Application Title:
________________________________________________________________________________


Johns Hopkins University School of Medicine (JHU)

Institutional Stem Cell Research Oversight (ISCRO)

Application for Research Using
Human Pluripotent Stem Cells (hPSCs) 

or Somatic Cell Nuclear Transfer (SCNT) Involving Human Cells

	Please note:

the following categories of research are currently prohibited
:

	
	Research involving the introduction of hPSCs into human blastocysts;

	
	Research involving the introduction of hPSCs into non-human primate blastocysts;

	
	Research involving in vitro culture of any intact human embryo for longer than 14 days or until formation of the primitive streak begins, whichever occurs first;

	
	Breeding of animals that have had hPSCs introduced into the germ line.


	Preliminary Questions

	I.
	Does the research use human embryonic stem cells (hESCs)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	II.
	Does the research use SCNT involving human cells?

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	III.
	Does the research use other hPSCs (e.g., human induced pluripotent stem cells [iPSCs], human embryonic germ cells [hEGCs]) where the research involves:

1. Introduction of the cells into humans;

2. Introduction of the cells into the central nervous system of non-human primates;

3. Introduction of the cells into non-human animals and there is a reasonable possibility of the cells giving rise to gametes; or, 

4. Creation of gametes or embryos?

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If No to all questions (above, I, II and III), you are not required to complete this application, unless another responsible committee (IRB, IACUC, etc.) is requesting JHU ISCRO Committee review for related research.

If Yes to any of the above questions, or if another responsible committee is requiring JHU ISCRO Committee review, continue to complete this application.


	
	

	IV. 
	Does the proposed research use only hPSCs previously approved by the JHU ISCRO Committee? 
(See http://www.hopkinsmedicine.org/Research/iscro/ for approved lines.)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If Yes, and the proposed research involves use of JHU ISCRO approved hPSCs in vitro and/or in non-human animals, please use the “JHU ISCRO Application for Research Using JHU ISCRO Approved Human Pluripotent Stem Cells (hPSCs) In Vitro and/or in Non-human Animals”. (http://www.hopkinsmedicine.org/Research/iscro/Forms)

Please complete this form if you propose to use BOTH previously approved AND non-previously approved hPSCs.
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Institutional Stem Cell Research Oversight (ISCRO)Committee

http://www.hopkinsmedicine.org/research/iscro

	JHU ISCRO Application for Research Using 

Human Pluripotent Stem Cells (hPSCs) or Somatic Cell Nuclear Transfer (SCNT) Involving Human Cells



	
	Submit to: JHU ISCRO Committee
1620 McElderry Street, Reed Hall, Suite B-130

Phone: (410) 955-3008  
 Fax: (410) 955-4367 or (443) 287-5353
E-mail: iscro@jhmi.edu


	
	Application #: ____________________

	
	                       (for office use only)


	I.
	GENERAL INFORMATION

	
	A.
	Application Title

	
	
	
	

	
	B.
	Reason for Submission
	date

	
	
	
	New Application
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

	
	
	
	Third-year Renewal Application (progress report required)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

	
	
	
	JHU ISCRO committee requested revision
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

	
	
	
	PI initiated revision
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

	
	
	
	If revised, list the change(s):
	
	

	
	
	
	
	
	

	
	
	
	Other (describe):
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

	
	
	
	
	
	

	
	C.
	Principal Investigator (PI)

	
	
	
	Last Name:
	First Name:
	Title:
	Degree(s):

	
	
	
	
	
	
	

	
	
	
	Institution:
	School:
	Department:
	Division:

	
	
	
	
	
	
	

	
	
	
	Phone:
	Fax:
	Email:
	

	
	
	
	
	
	

	
	
	
	Office Address:
	
	Mailing Address:
(if different from office address)

	
	
	
	
	

	
	D.
	Administrative Contact (PI’s office)
	

	
	
	
	Last Name:
	First Name:
	Title:
	Degree(s):

	
	
	
	
	
	
	

	
	
	
	Phone:
	Fax:
	Email:
	

	
	
	
	
	
	


	
	E.
	investigators
	

	
	
	
	List the PI and all investigators directly involved with this proposed research, but do not list collaborators involved only at the consulting/intellectual level.  Please keep in mind that those listed below, as well as anyone working on this project, are required to complete ISCRO training as outlined in the Policies & Procedures on the JHU ISCRO Web site.  SUBMIT a copy of the NIH bio-sketch for these individuals with this application.

Technicians and temporary personnel should not be listed, but are required to complete the course and submit certification to the PI.

	
	
	
	Name & Degree: 
	Role on Project:


	ISCRO Training Completion Date:


	Institutional Affiliation*:

	
	
	1.
	
	PI
	
	

	
	
	2.
	
	Investigator
	
	

	
	
	3.
	
	
	
	


[Touch “Tab” at end of row to add more rows]

*Where JHU faculty, staff or students acting in their capacity as faculty, staff or students respectively, collaborate with a researcher at another institution, protocols must describe the oversight and review mechanisms at the other institution.  Please do so in a separate document to be appended to this application.

	
	F.
	Conflict of Interest
	

	
	
	1.
	Does the PI, or any of the coinvestigators, staff, or students (or his/her spouse, domestic partner, or dependent children) have a financial interest (e.g., royalty, equity, consulting) or fiduciary relationship (e.g., board service) with the sponsor and/or manufacturer of products used in this research?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	

	
	
	2.
	To the best of your knowledge, does JHU or any institutional official (e.g., department director) have a financial interest (e.g., equity, royalty) in the drug, device, or product that is the subject of this protocol?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	

	
	
	3.
	a)
	If Yes to I.F.1. or I.F.2., and this is a conflict of interest not yet submitted to the Office of Policy Coordination for review by the Committee on Conflict of Interest, relevant information must be submitted to that office, accompanied by an Outside Interests Disclosure Form. See:

http://www.hopkinsmedicine.org/Research/OPC/eOPC/index.html
	

	
	
	
	
	
	

	
	
	
	b)
	If Yes to I.F.1. or I.F.2., and this is a conflict of interest already submitted or reviewed by the Committee on Conflict of Interest, provide sufficient relevant information about the conflict (e.g., person, nature of conflict) for the ISCRO committee to evaluate it in the context of the proposed research.
	

	
	
	
	
	
	


	II.
	Facilities and Support

	
	A.
	Study Location(s)
	

	
	
	
	Hopkins Sites:
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	Building(s):
	Office
Room Number(s):
	Lab
Room Number(s):
	

	
	
	1.
	
	
	
	

	
	
	2.
	
	
	
	


	
	
	
	Non-Hopkins Sites: 

Provide Address(es)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	1.
	
	

	
	
	2.
	
	


	
	B.
	Support for this Project

	
	
	
	List all current sources and NIH JIT determinations of support for this project; do not include pending sources. (Select all categories that apply.)

submit the abstract and research plan from the grants funding this research project, and if applicable, the entire Maryland Stem Cell Research Fund application. 



	
	
	 FORMCHECKBOX 

	Federal
	 FORMCHECKBOX 
State
	 FORMCHECKBOX 
Commercial
	 FORMCHECKBOX 
Foundation
	 FORMCHECKBOX 
Internal
	 FORMCHECKBOX 
Other

	
	
	
	Name of Agency, State, Company or Foundation:
	Grant Number:
	PI of Grant:
	Grant Title:

	
	
	1.
	
	
	
	

	
	
	2.
	
	
	
	


[Touch “Tab” at end of row to add more rows]

	
	C.
	ALL OTHER Support 

	
	
	
	List ALL other current sources of support for PIs and coinvestigators (listed in Section I.E.) who are working in the lab(s) involved in this project. (Select all categories that apply.)



	
	
	 FORMCHECKBOX 

	Federal
	 FORMCHECKBOX 
State
	 FORMCHECKBOX 
Commercial
	 FORMCHECKBOX 
Foundation
	 FORMCHECKBOX 
Internal
	 FORMCHECKBOX 
Other

	
	
	
	Name of Agency, State, Company or Foundation:
	Grant Number:
	PI of Grant:
	Grant Title:

	
	
	1.
	
	
	
	

	
	
	2.
	
	
	
	


[Touch “Tab” at end of row to add more rows]

	III.
	Research Information 

	
	A.
	Biological Materials (Check all that apply)

	
	
	1.
	Complete the following table for ALL human tissues or cell lines involved with this research:

	
	
	
	Name of Line or Sample Identifier:

(e.g., WA09)


	Provider Code:
(e.g., H9)
	Provider: 

(e.g. WiCell Research Institute)
Contact Information: (name, address, phone, email)
	Recipient:

(Study Team Member)
	MTA # and Date:

(if applicable)

http://www.techtransfer.jhu.edu/initiateAgreement/index.html#MTA 
	Biosafety human tissue registration number issued to the PI:

	
	
	 FORMCHECKBOX 

	JHU ISCRO-approved human embryonic stem cell (hESC) lines 

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Existing hESC lines that are not JHU ISCRO approved

	
	
	a.
	 
	
	
	
	
	

	
	
	b.
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Somatic Cells (to be used for SCNT or iPSC research)

	
	
	a.
	 
	
	
	
	
	

	
	
	b.
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Fetal Tissue/Cells

	
	
	a.
	 
	
	
	
	
	

	
	
	b.
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Frozen Embryos

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Fresh Embryos

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Frozen Sperm

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Fresh Sperm

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Frozen Oocytes

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	 FORMCHECKBOX 

	Fresh Oocytes 

	
	
	a. 
	 
	
	
	
	
	

	
	
	b. 
	
	
	
	
	
	


	
	
	2.
	If you intend to use recombinant DNA or RNA, infectious agents, pathogens, oncogenes, biological toxins or gene therapy, provide the applicable Biosafety registration number(s) in Section VII.A.3 of this application. 


	
	B.
	Experimental Design
	

	
	
	1.
	Summarize your proposed research use of hPSCs for the project(s) involved in this ISCRO application.  This should usually require 0.5-1 page of text, and should provide an overview of the kinds of experiments planned, described using terms familiar to a range of biomedical laboratory and clinical researchers.  The ISCRO review focuses primarily on the use of hPSCs in the experiments.  It is usually neither necessary nor sufficient to simply copy a section from a grant to your application for ISCRO review.  

If this research is to be conducted at more than one site, clarify what is planned to be done at each site.

	
	
	
	


	
	C.
	IND Information
	

	
	
	1.
	Is there an Investigational New Drug (IND) application/number?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	If No, proceed to the next section.
	

	
	
	
	If Yes, provide the IND number, and attach a copy of the application, with any other relevant documents.
	

	
	
	
	
	


	IV.
	Categories of Research

	
	A.
	human Pluripotent stem cell lines

	
	
	1.
	Pre-existing hPSC Lines
	

	
	
	
	a)
	Does this research involve pre-existing hPSC cells or derivatives?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	If No, proceed to the next section.
	

	
	
	
	
	If Yes, cite supporting peer reviewed scientific journal articles or data.
	

	
	
	
	
	
	

	
	
	
	b)
	Does this research involve the generation of human gametes or embryos from hPSCs?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	If No, proceed to the next section.
	

	
	
	
	
	If Yes, describe what further work will be done with the gametes or embryos as part of the proposed project, and state whether they will be maintained or disposed of when the project is completed.
	

	
	
	
	
	
	

	
	
	2.
	Derivation of New hESC Lines
	

	
	
	
	a)
	Does the research involve the derivation of new hESC lines?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	If No, proceed to the next section (IV.B.).
	

	
	
	
	
	If Yes, justify the derivation of new lines of hESC cells. 

Cite and describe supporting data and research in peer reviewed scientific journals. If there are valid alternatives to creating new hESC lines (such as using pre-existing hESC or other stem cells) to answer the research questions, please describe why these alternatives are not being used.
	

	
	
	
	
	
	

	
	
	
	b)
	Identify and justify the numbers of human embryos and/or oocytes to be used in the research.
	

	
	
	
	
	
	

	
	
	
	c)
	Describe the basis for the selection of donors, both as a group and as individuals.
	

	
	
	
	
	
	

	
	
	
	d)
	Describe the recruitment and informed consent process for donation.  Include plans to ensure that an individual’s decision about donation will not affect the quality of care s/he receives.  Include plans to ensure that decisions to donate are made free from undue influence (e.g., financial or special considerations for services).  Provide the rationale for any compensation provided.
	

	
	
	
	
	
	

	
	
	
	e)
	Describe how any new hESC lines will be characterized and validated.
	

	
	
	
	
	
	

	
	
	3.
	Provide Sources and Methods Used in Deriving New hESC Lines, (if response to previous question IV.A.2.a. is “Yes”)
	

	
	
	
	a)
	Check all that apply:
	

	
	
	
	
	 FORMCHECKBOX 

	 Excess embryos from in-vitro fertilization (IVF) treatments
	

	
	
	
	
	 FORMCHECKBOX 

	 Human embryos created using IVF for the purpose of stem cell research
	

	
	
	
	
	 FORMCHECKBOX 

	 Blastocysts created using parthenogenesis or androgenesis (i.e., blastocyst contains only maternal or paternal chromosomes)
	

	
	
	
	
	 FORMCHECKBOX 

	 Somatic Cell Nuclear Transfer with human DNA and human oocytes
	

	
	
	
	
	 FORMCHECKBOX 

	 Somatic Cell Nuclear Transfer with human DNA and non-human animal oocytes
	

	
	
	
	
	 FORMCHECKBOX 

	 Somatic Cell Nuclear Transfer with non-human animal DNA and human oocytes
	

	
	
	
	
	 FORMCHECKBOX 

	 Other (Describe):
	
	

	
	
	
	b)
	Describe any plans for compliance with an established set of Good Laboratory Practices (GLPs, 21 CFR Part 58) and/or Good Manufacturing Practices (GMPs, 21 CFR Part 820), and if so, with which GLPs/GMPs*. http://www.fda.gov/cdrh/  
	

	
	
	
	
	
	

	
	
	*Note about Good Laboratory Practices:

If you intend to extend your research toward clinical translation, and to use these studies as part of a clinical application (e.g., IND) to the FDA, please consider carefully whether you should follow the established set of Good Laboratory Practices (http://www.access.gpo.gov/nara/cfr/waisidx_01/21cfr58_01.html).  


	

	
	B.
	Introduction of hPSCs into non-human animals  
	

	
	
	1.
	Does this research involve the introduction of hPSCs into non-human animals?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	If No, proceed to the next section.
	

	
	
	
	If Yes, address each of the following questions. 

(If not relevant to your research, enter “N/A”). 
	

	
	
	
	a)
	Will you test hPSCs, (including treated or genetically modified hPSC lines) for ability to generate the three embryonic layers (“teratoma formation assay”), as a “quality control” assay?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	b)
	Will you perform other in vivo assays using hPSCs, (in addition to teratoma formation assays)?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	If Yes,
	

	
	
	
	
	i.
	Identify the animals (e.g., scid-hu mice, non-human primates), and their stage of development (e.g., fetal, neonatal, adult)
	

	
	
	
	
	
	
	

	
	
	
	
	ii.
	Describe the hPSCs that will be introduced into the animals, including whether the hPSCs will be differentiated or undifferentiated (or both).
	

	
	
	
	
	
	
	

	
	
	
	
	iii.
	Describe the route of administration and part of the animal’s body to which the cells will be transferred.
	

	
	
	
	
	
	
	

	
	
	
	
	iv.
	Explain briefly how the animal experiments contribute to the research goals. 
	

	
	
	
	
	
	
	

	
	
	
	
	v.
	If you are using non-human primates, is there a reasonable possibility that, after transplant of hPSCs, the animal will exhibit human-like traits (appearance, cognitive or behavioral)?  What are the procedures that will be implemented for management, documentation and reporting of such occurrences to the IACUC and the JHU ISCRO Committee?

Briefly explain.
	 FORMCHECKBOX 
NA

	
	
	
	
	
	
	


	
	
	2.
	If the research involves “live vertebrate” non-human animals, (per PHS Policy, 42 USC, Sec 289d and USDA 9 CFR 1), http://www.jhu.edu/animal/index.html , SUBMIT Institutional Animal Care and Use Committee (IACUC) application, protocol number and approval date.

	
	
	
	a)
	Protocol Number(s):
	

	
	
	
	b)
	Date(s) of IACUC approval:
	

	
	C. 
	Introduction of hPSCs into Humans
	

	
	
	1.
	Does this research involve introduction of hPSCs into humans?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	If No, proceed to the next section.


	

	
	
	
	If Yes, complete a response for each of the following questions.
	

	
	
	
	a)
	Explain why the use of hPSCs is preferable to the use of adult or other stem cells in this research.
	

	
	
	
	
	
	

	
	
	
	b)
	Describe the pre-clinical testing with animal models that has preceded the proposed work.
	

	
	
	
	
	
	

	
	
	
	c)
	Describe the quality control of hPSC lines and their derivatives (genetic stability, freedom from contamination, etc.).
	

	
	
	
	
	
	

	
	
	
	d)
	Describe the basis for the selection of subjects, both as a group and as individuals.
	

	
	
	
	
	
	

	
	
	
	e)
	Outline the risk of infectious disease (e.g., from cells cultured in mouse feeder layers).
	

	
	
	
	
	
	

	
	
	
	f)
	Describe the risk of transfer of genetic disorders.
	

	
	
	
	
	
	

	
	
	
	g)
	Explain risks of misdifferentiation, mistargeting, uncontrolled cell growth, tumor formation, and immune rejection.
	

	
	
	
	
	
	

	
	
	
	h)
	Describe the recruitment and informed consent process for participation.  Include plans to ensure that an individual’s decision about participation will not affect the quality of care s/he receives.  Include plans to ensure that decisions regarding participation are made free from undue influence (e.g., financial or special considerations for services).  Provide the rationale for any compensation provided.
	

	
	
	
	
	
	

	
	
	
	i)
	Describe any plans for compliance with an established set of good clinical practices (GCPs), and if so with which GCPs*.

[Guidance for Industry, E 6 Good Clinical Practice: Consolidated Guidance,  http://www.fda.gov/cder/guidance/959fnl.pdf ]


	

	
	
	
	
	 
	

	
	
	*Note about Good Laboratory Practices:

If you intend to extend your research toward clinical translation, and to use these studies as part of a clinical application (e.g., IND) to the FDA, please consider carefully whether you should follow the established set of Good Laboratory Practices (http://www.access.gpo.gov/nara/cfr/waisidx_01/21cfr58_01.html).  
	


	V.
	Provenance of Human Somatic Cell, Gamete, Embryo, and hESC Donors

	
	A.
	Do any human Pluripotent stem cells, somatic cells, gametes, or embryos come from sources other than the Johns Hopkins University School of Medicine?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	B.
	Does the research involve hESC lines that have not been approved by the JHU ISCRO committee?
(For a list of approved lines, refer to the JHU ISCRO website.  )
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	If Yes, to both of these questions (V. A. and V. B.), provide a copy of all blank, approved consent forms from donors, in the original native language, and any existing English translations available from the deriving investigator.  Investigators are also responsible for securing and submitting an English translation of the original donor consent forms using a local (United States) translator.  Please attach respective documents, as listed below.
	

	
	
	1.
	a)
	 FORMCHECKBOX 
 Egg donor consent form, for donations made in the context of research
	

	
	
	
	b)
	 FORMCHECKBOX 
 Egg donor consent form, for donations made in the context of fertility 
treatment
	

	
	
	
	c)
	 FORMCHECKBOX 
 Sperm donor consent form, for donations made in the context of research
	

	
	
	
	d)
	 FORMCHECKBOX 
 Sperm donor consent form, for donations made in the context of fertility 
treatment
	

	
	
	
	e)
	 FORMCHECKBOX 
 Consent form from donor of blastocyst, if different from above
	

	
	
	
	f)
	 FORMCHECKBOX 
 Existing English translations, if available
	

	
	
	
	g)
	 FORMCHECKBOX 
 English translations performed by local (U.S.) translator
	

	
	
	2.
	
	 FORMCHECKBOX 
 A copy of the letter from an Institutional Review Board (IRB) or other 
comparable oversight committee approving the derivation protocol
	

	
	
	3.
	
	 FORMCHECKBOX 
 A copy of the approval letter from any special oversight committee 
required by the originating jurisdiction / institution for hESC research (for example, in the United States, a SCRO committee)
	

	
	
	
	
	
	

	
	
	4.
	Did the deriving investigator derive the hESCs in accordance with all applicable laws of his or her jurisdiction?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	
	
	If No, provide an explanation.
	

	
	
	
	
	
	

	
	
	
	
	If Yes, attach a statement signed by the investigator.
	

	
	
	
	
	
	


	VI.
	Storage and Tracking of hPSCs, Human Gametes and Human Embryos

	
	
	PIs are responsible for ensuring that only authorized personnel have access to hPSC lines, human gametes, and human embryos. PIs should maintain a current registry of all personnel with authorized access to hPSC lines, gametes, and embryos. In addition, PIs are responsible for maintaining a tracking system of these materials which includes information about the location, use, and users of the materials at any given time, as well as the JHU ISCRO committee protocol number under which the research occurs. 
	

	
	A.
	Describe the system for ensuring that only authorized personnel have access to the hPSCs, gametes and embryos, both in storage and when in use.
	

	
	
	
	

	
	B.
	Describe the system for tracking the location, use, and users of the hPSCs, gametes, and embryos.
	

	
	
	
	

	
	C.
	Describe the process for expanding, maintaining, and storing the materials.
	

	
	
	
	

	
	D.
	Outline the system for quality control and assurance of the materials.
	

	
	
	
	

	
	E.
	Will cells, embryos, or gametes be maintained after the completion of the research?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	If No, describe the process for disposal of the materials.
	

	
	
	
	

	
	
	If Yes, identify which materials will be maintained, and how and where they will be maintained, and if the materials will be banked (available for use by other researchers).
	

	
	
	
	


	VII.
	submitted/approved Applications from Other Committees within the Johns Hopkins University School Of Medicine

	
	A.
	Check applicable review type, and provide approval/registration documents.
	Approval / Registration #

(if applicable):
	Submitted Date:
	Approval Date:

	
	
	1.
	 FORMCHECKBOX 

	(JHM IRB): The Johns Hopkins Medicine Institutional Review Board research protocol and consent document(s), 

(if the research involves human subjects)

For the purposes of ISCRO committee review, donors of human materials will be considered human research subjects (per DHHS 45 CFR 46), regardless of the context in which the materials are procured.

http://irb.jhmi.edu/eIRB 
	
	
	

	
	
	2.
	 FORMCHECKBOX 

	(IACUC): Institutional Animal Care and Use Committee, 

(if the research involves “live vertebrate” non human animals)

(per PHS Policy, 42 USC, Sec 289d and USDA 9 CFR 1)

http://www.jhu.edu/animal/index.html 

SUBMIT a copy of relevant Institutional Animal Care and Use Committee (IACUC) application(s).
	
	
	

	
	
	3.
	 FORMCHECKBOX 

	(IBC): Institutional Biosafety Committee, 

(if the research involves recombinant DNA or RNA, infectious agents, pathogens, oncogenes, biological toxins or gene therapy)

http://www.hopkinsmedicine.org/hse/forms/HumanTissueRegistration.pdf 

http://www.hopkinsmedicine.org/hse/forms/RDNARegistration.pdf
	
	
	

	
	
	4.
	 FORMCHECKBOX 

	(CCOI): Committee on Conflict of Interest, 

(if any of the study team members or their immediate family, staff or students have a financial interest (e.g., royalty, equity or consulting) in the sponsor and/or products used in this research or if the principal investigator is aware of an institutional interest)

http://www.hopkinsmedicine.org/Research/OPC/index.html
	
	
	

	
	
	5.
	 FORMCHECKBOX 

	(CRRC/RDRC): Clinical Research Radiation Committee / Radioactive Drug Research Committee  

(if the research involves radiation or radiopharmaceuticals) 

http://irb.jhmi.edu/Forms/RadiationForms.doc
	
	
	

	
	
	6.
	 FORMCHECKBOX 

	Other prior scientific review(s) and approval(s). 

List:
	
	
	

	
	
	
	
	
	
	
	

	
	
	7.
	 FORMCHECKBOX 

	Other: 
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	This information will be forwarded to the ISCRO Stem Cell Resource Allocation Committee for review.


	VIII.
	Privacy/Confidentiality of Donor

	
	A.
	Are the hPSCs being used in this research linked to any information whereby it would be possible for you or your study team to identify the donors of the original blastocyst and/or human materials?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A

	
	
	If Yes, do not provide the information here, but indicate the types of direct identifiers that will be provided with the material, (e.g., name, age, sex) and provide justification for retaining the direct identifiers with the material.  In addition, describe (a) the process for coding the samples, (b) the security of the samples, and (c) what becomes of the coded data and samples when the study is completed.
	

	
	
	
	

	
	B.
	Are hPSCs linked to any information whereby it would be possible for the source institution or others to link the cells to the donors of the original blastocyst and/or human materials?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A

	
	
	If Yes, describe (a) the process for coding the samples, (b) the security of the samples, and (c) what becomes of the coded data and samples when the study is completed.
	

	
	
	
	


	IX.
	Investigator Certification

	
	A.
	I have reviewed this application in its entirety, and I am fully cognizant of, and in agreement with all submitted statements.  I ensure, or will ensure the following:



	
	
	1.
	All questions on this application are answered truthfully and with appropriate completeness.

	
	
	
	

	
	
	2.
	Adequate resources and facilities are available to carry out the proposed research.

	
	
	
	

	
	
	3.
	Adherence to the current state and federal regulations and with the Johns Hopkins University Institutional Stem Cell Research Oversight Committee requirements governing this research will be ensured.

	
	
	
	

	
	
	4.
	Before beginning research described in this application, all persons working on this project will complete the human pluripotent stem cell ethics education training module 

	
	
	
	

	
	
	5.
	Before beginning research described in this application, all persons working on this project will read the JHU ISCRO Committee’s Policies and Procedures.

	
	
	
	

	
	
	6.
	All persons working on this project have the appropriate training to conduct the portion of the research in which they are involved.

	
	
	
	

	
	
	7.
	The Office of the Vice Dean for Research will be notified if there is a change in sources of funding in the lab, whether or not such a change is related to this application.

	
	
	
	

	
	
	8.
	A formal tracking system, (including users and locations) will be implemented and maintained for use of all hPSCs for which I have an MTA.

	
	
	
	

	
	
	9.
	A security system will be implemented and maintained for all hPSCs for which I have an MTA, so that only authorized personnel will have access to those lines.

	
	
	
	

	
	
	10.
	No person working on this project will encourage infertility treatment teams to generate more oocytes than clinically necessary.

	
	
	
	

	
	
	11.
	No person working on this project will perform experiments for human reproductive cloning.

	
	
	
	

	
	
	12.
	No person working on this project will perform experiments involving in vitro culture of any intact human embryo for longer than 14 days or until formation of the primitive streak begins, whichever occurs first.  Day 14 embryos will be destroyed.

	
	
	
	

	
	
	13.
	No person working on this project will introduce any type of hPSCs into human or non-human primate blastocysts.

	
	
	
	

	
	
	14.
	No person working on this project will allow an animal to breed if hPSCs have been intentionally introduced into the germ line of this animal.

	
	
	
	

	
	
	15.
	Prompt response will be given to all requests for information or materials solicited by the JHU ISCRO committee.

	
	
	
	

	
	
	16.
	Cooperation with committees/organizations that have the right to perform audits of laboratories involved with hPSC research will be ensured.

	
	
	
	

	
	
	17.
	All persons working on this project have been provided a copy of the entire current version of the research protocol and are fully informed of the current (a) study procedures (including procedure modifications); (b) potential risks associated with the conduct of this study and the steps to be taken to prevent or minimize these potential risks; (c) data and record-keeping requirements; and (d) the current approval status of the research study.

	
	
	
	

	
	
	18.
	The attached consent forms are those used to consent donors of all materials used in this project, and that the original forms are available for inspection/verification.

	
	
	
	

	
	
	19.
	Adequate, current, and accurate research data, records, outcomes, and problems/events (if applicable) will be maintained in order to permit an ongoing assessment of this research project.

	
	
	
	

	
	
	20.
	The JHU ISCRO Committee will be notified upon termination of this JHU ISCRO Committee approved research.

	
	
	
	

	
	B.
	Signature of Principal Investigator:
	Date:
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�In addition to these institutional prohibitions, pursuant to Maryland State law, a person may not conduct or attempt to conduct human cloning.  
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