PI: 
________________
Application Title:
________________________________________________________________________________


Johns Hopkins University School of Medicine (JHU)
Institutional Stem Cell Research Oversight (ISCRO)
Application for Research Using
JHU ISCRO Approved Human Pluripotent Stem Cells (hPSCs)
In Vitro and/or in Non-human Animals

This form is for use of approved hPSCs only in the named investigators’ laboratories.

	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; and

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


	Preliminary Questions

	I. 
	Does the proposed research use only human pluripotent stem cells (hPSCs) previously approved by the JHU ISCRO Committee? (Approved lines are posted at http://www.hopkinsmedicine.org/Research/iscro/) 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If Yes, continue to complete this application.
	
	

	
	If No, do not use this application form.
	
	

	
	If the proposed research involves hPSCs that have not been previously approved by the JHU ISCRO Committee, use the “JHU ISCRO Application for Research Using Human Pluripotent Stem Cells (hPSCs) or Somatic Cell Nuclear Transfer (SCNT) Involving Human Cells”. 

(http://www.hopkinsmedicine.org/Research/iscro/Forms)


	
	

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

	
	If Yes, do not use this application form.  Use the “JHU ISCRO Application for Research Using Human Pluripotent Stem Cells (hPSCs) or Somatic Cell Nuclear Transfer (SCNT) Involving Human Cells”.
	
	

	
	If No, continue to complete this application.
	
	


	
[image: image1.jpg]D

JOHNS HOPKINS

EEEEEEEE

cccccccccccccc




Institutional Stem Cell Research Oversight (ISCRO) Committee

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

	JHU ISCRO Application for Research Using 

JHU ISCRO Approved Human Pluripotent Stem Cells (hPSCs)
In Vitro and/or in Non-human Animals



	
	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.
	human Embryonic Stem Cell Lines (Check all that apply)

	
	
	1.
	Complete the following table for hESC lines to be used for this proposed research.

(For this application format, the hESC lines must have been previously approved by the JHU ISCRO).

	
	
	
	Name of Line:

(e.g., WA09)


	Provider Code:

(e.g., H9)
	Provider:
(e.g., WiCell Research Institute)

	Recipient:

(Study Team Member)
	MTA # and Date:

(if applicable)

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

	
	
	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 III.A.1 (above), in addition to the Biosafety Human Tissue Registration number. 


	
	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.
	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 is 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:
	


	
	D.
	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.
	

	
	
	
	
	


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). 
	IV.
	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 perform experiments for human reproductive cloning.

	
	
	
	

	
	
	11.
	No person working on this project will introduce any type of hPSCs into human or non-human primate blastocysts.

	
	
	
	

	
	
	12.
	No person working on this project will conduct 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.

	
	
	
	

	
	
	13.
	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. 

	
	
	
	

	
	
	14.
	Prompt response will be given to all requests for information or materials solicited by the JHU ISCRO committee.

	
	
	
	

	
	
	15.
	Cooperation with committees/organizations that have the right to perform audits of laboratories involved with hPSC research will be ensured.

	
	
	
	

	
	
	16.
	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.

	
	
	
	

	
	
	17.
	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.

	
	
	
	

	
	
	18.
	The JHU ISCRO Committee will be notified upon termination of this JHU ISCRO Committee approved research.

	
	
	
	

	
	B.
	Signature of Principal Investigator:
	Date:

	
	
	

	
	
	


	Checklist of appendices:


	
	Comment:

	Biosketch for PI and coinvestigators
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

	Abstract and research plan from funding grants 
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Maryland Stem Cell Research Fund application
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Investigational New Drug (IND) application/number
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	IACUC application 
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Consent document(s)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Approval document(s)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Oversight and review mechanisms at collaborating institution(s)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Progress Report for Third-Year Renewal
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	


�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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