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Submitted by: jEAN M. BARIC, MS, MA
Affiliation:

Position: Coordinator, ISSCR Guidelines Consortium

Comments are now being accepted by email through 10 September, 2015. Email your
comments to info@isscr.org with the subject line “Comments on ISSCR Guidelines.” We
encourage you to provide "general comments" on the guidelines in the box below, as
well as more specific comments and suggestions on the following pages.

Open: "DRAFT Guidelines for Stem Cell Science and Clinical Translation."

General Comments

The undersigned organizations, representing thousands of international health care providers, scientists,
consumers, and advocates, appreciate the opportunity to submit comments on the ISSCR’s proposed Guidelines for
Stem Cell Research.

While the Guidelines provide many sound recommendations for the conduct of ethical stem cell research, we
believe that there are four essential areas which need to be strengthened or were not addressed. We respectfully
submit general and text-specific comments for each of these areas, for inclusion in the final Guidelines. The four
areas are:

1. Position against Research and Therapies that utilize Human Embryonic Stem Cells and Chimeras;
Recommendation for ISCCR to state a Preference for Research and Therapies that do not utilize Human Embryos
or Chimeric Stem Cells

We recognize that the human embryo at the zygote stage is a distinct human organism, a human being. We also
recognize that it is not in keeping with the inherent dignity of a human being to be engendered in extra-corporeal or
clinical settings, apart from the marital union of husband and wife. It is also a grave offense against the rights of
these embryonic human beings, to be disaggregated for their stem cells or otherwise experimented upon, including
the harvesting of their cells, or the use of human or animal gametes, for the generation of human-animal chimeras or
chimeric tissue. In contrast, the use of somatic cells which are de-differentiated into pluripotent embryonic cells for
experimental purposes does not harm a living, distinct human organism. Thus, we make the distinction between
embryonic stem cell research, which uses intact human embryos typically developed through in vitro fertilizations,
and other forms of stem cell research, which make use of somatic cells that are de-differentiated or cells derived
from adult tissues like bone marrow. Embryonic stem cell research, by violating the rights of these embryonic
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Comments on the ISSCR 2015 Draft Guidelines for Stem Cell Science and Clinical Translation

submitedby: )2 AN M. BARIC, MS, MA

Affiliation:

st coordinator, ISSCR Guidelines Consortium
Page# |Line# Section #/ ISSCR Language Comments/Recommendations
1. Fundamental Ethical Principles. “Scientific trainees and technical staff who have a conscientious
Add a new sub-section after "Integrity of | objection to aspects of stem cell research should not be required to
3 42 the Research Enterprise" (lines 34-40), | participate in research, and should be free of retribution or undue
titled "Conscientious Objection of Staff" |discrimination in assessments of professional performance. Clinical
with supporting language similar (but personnel who have a conscientious objection to stem cell research
not identical) to that currently in effect in | should not be required to participate in providing donor information
Transparency: Add "All verbal and written communications should
recommended language to identify the origin and type of stem cell used (ex:
4 30 Ithe end of the paragraph hESC, iPSC, SCNT, mixed hESC & iPSC, animal
vs. human, chimera, etc.)
A new ethical principle "Preference for Non-hESC-Based Research and
entitled "Preference for Therapies:

3-4 any  |Non-hESC-Based Research These Guidelines were created in large part,
and Therapies" should be due to humankind’s recognition of the inherent
added to Section 1: value of human life. even at its earliest staaes of
e) Forms of research that DELETE THE WORDING: "...OR TO GENERATE
generate chimeric animals HUMAN GAMETES."

7 20-23 using human cells that have |Research that generates chimeric animals to
the potential for high degrees |generate human gametes violates human dignity
of functional intearation into |and should be added to the list of 2.1.3.3 Cateaorv
LEFT BLANK LEFT BLANK INTENTIONALLY
INTENTIONALLY
d) Research in which animal |DELETE: "ARE BRED TO EACH OTHER." so the
chimeras incorporating modified sentence will read: d) Research in which
8 10 human cells with the potential |animal chimeras incorporating human cells with the
to form human gametes are  |potential to form human gametes. [NOTE: no
bred to each other. animal/human aametes should ever be develobed.
LEFT BLANK LEFT BLANK INTENTIONALLY
INTENTIONALLY
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Page #

Line #

Section #/ ISSCR Language

Recommendation 2.2.4 (Payments to
tissue providers for research)

submitedby: )2 AN M. BARIC, MS, MA

Affiliation:

Position:

Coordinator, ISSCR Guidelines Consortium

Comments/Recommendations

ADD "...,nor should any payment or valuable consideration of any
kind be offered to abortion providers or abortion facilities for

research donation must be
kept separate from informed
consent for clinical treatment)

1 40 Add recommended language to the end | procurement of fetal tissues after an elective procedure.
of line 40
Recommendation 2.2.4 ADD: "If the abortion facility intends to receive
(Payments to tissue providers |payment or valuable consideration for fetal tissue
1 40 Ifor research) after an elective abortion, the mother must be
(If ISSCR does not adopt the |informed of such intent and of the specifics of the
suaaested lanauaae in the arranaement. includina that the fetus mav be
Recommendation 2.2.5 REPLACE LINES 32 AND 33 WITH: "...not
Replace Lines 32 and 33: undergo more than one hormonally induced
12 | 3237 ovarian stimulation..."
AND in Line 37, AND
IN I INEF 37 CHANGE "There should be a
Recommendation 2.2.5: vii NEW BULLET TO BE ADDED AFTER LINE 36:
(Payments to oocyte "All women participating in oocyte donation shall
12 36 providers for research) Add |be identified in a registry maintained permanently
specified language to end of |and in perpetuity, by the governmental body
line 36 charaed with iurisdiction of stem cell research
Recommendation 2.2.5: ix ADD NEW LANGUAGE TO END OF LINE 39 IN A
12 139,40 | (payments to oocyte NEW SECTION BETWEEN viii AND ix: "All
providers for research) ADD |research institutions or funding sources are
A NEW ROMAN NUMERAL |reauired to submit oocvte donor information to a
Recommendation 2.2.6 OMIT THE WORDS: "Whenever possible' from
(Informed consent for line 9.
13 9 research donation must be
kept separate from informed |NEW TEXT WILL READ: "The treating physician
consent for clinical treatment) |or infertilitv clinician must not be the investiaator
Recommendation 2.2.6 ADD THESE WORDS AFTER LINE 16:
(Informed consent for
13 16

"The aborting woman should be informed if the
abortion facility will be receiving payment or
valuable consideration for fetal tissues secured
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Page # Line # Section #/ ISSCR Language

Recommendation 2.3.3 (Repositories)
Add the specified text into line 35.ADD

Position:

Submitted by: JEAN M. BARIC, MS, MA

Affiliation:

Coordinator, ISSCR Guidelines Consortium

Comments/Recommendations

INCORPORATE WORDINGS IN LINE 35 TO READ:

"...methods used in the derivation of lines, (including whether

15 35 origination is of human, animal, or mixed ESCs, SCNT, or chimera
origination), culture conditions..."
ADD TEXT TO END OF LINE 8:
Recommendation 3.3.2.5
31 8 (Subject Selection) "...without rational justification, except for pregnant
Add specified text to end of women and women trying to achieve pregnancy,
line 8) due to potential unknown detrimental effects on the

Recommendation 4.1 (Public
Representation of Science)
42 43 |Add specified text to end of
any paragraph in this section.

ADD TEXT:

"Due to public interest and concern in the ethics of
hESC research, and in order to ensure complete
transparency of research and translational
activities. the oriain of stem cell materials
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	General Comments: 
The undersigned organizations, representing thousands of international health care providers, scientists, consumers, and advocates, appreciate the opportunity to submit comments on the ISSCR’s proposed Guidelines for Stem Cell Research.

While the Guidelines provide many sound recommendations for the conduct of ethical stem cell research, we believe that there are four essential areas which need to be strengthened or were not addressed.  We respectfully submit general and text-specific comments for each of these areas, for inclusion in the final Guidelines. The four areas are:

1.  Position against Research and Therapies that utilize Human Embryonic Stem Cells and Chimeras; Recommendation for ISCCR to state a Preference for Research and Therapies that do not utilize Human Embryos or Chimeric Stem Cells  

  We recognize that the human embryo at the zygote stage is a distinct human organism, a human being.   We also recognize that it is not in keeping with the inherent dignity of a human being to be engendered in extra-corporeal or clinical settings, apart from the marital union of husband and wife.  It is also a grave offense against the rights of these embryonic human beings, to be disaggregated for their stem cells or otherwise experimented upon, including the harvesting of their cells, or the use of human or animal gametes, for the generation of human-animal chimeras or chimeric tissue.  In contrast, the use of somatic cells which are de-differentiated into pluripotent embryonic cells for experimental purposes does not harm a living, distinct human organism.  Thus, we make the distinction between embryonic stem cell research, which uses intact human embryos typically developed through in vitro fertilizations, and other forms of stem cell research, which make use of somatic cells that are de-differentiated or cells derived from adult tissues like bone marrow.  Embryonic stem cell research, by violating the rights of these embryonic human beings and contradicting natural law is recognized as gravely immoral while adult stem cell research is not.   

For these reasons, the undersigned organizations are strongly opposed to any experimental or therapeutic use of human embryonic or chimeric-derived stem cells.  Therefore, we recommend that the ISCCR Guidelines state a strong preference for stem cell funding, research, and therapies that do NOT utilize human embryonic or chimeric-derived stem cells.   
 
2) Conscience Protections for Stem Cell Scientists and Staff:  We request complete reinstatement of the Conscience Protections as found in the 2006 ISSCR Guidelines with some modifications.

3)  Protections for Oocyte and Fetal Tissue Donors:  

The oocyte donor gains no therapeutic benefit from participating in stem cell research, yet  assumes health risks at the time of egg retrieval as well as potential long-term consequences of medically induced ovarian stimulation.  For these reasons, limitations on frequency of oocyte donation, as well as establishment of an Oocyte Donor Registry, are warranted.

Additionally, fetal tissue donors (both from elective and spontaneous abortions) must be fully informed that the fetus may be dissected and that medical institutions may receive compensation for the handling of various fetal organs and tissues to be used in research.

RE:  APPENDIX 1:  "Position Statement on the Provision and Procurement of Human Eggs for Stem Cell Research"   There is discussion of some allowable and non-allowable compensation for oocyte donation in this Appendix.  With consideration given in both documents to intangible factors such as "inconvenience and effort" to determine a compensation sum, the door is left open to induce women to undergo a procedure to which risks are acknowledged.  Given the known risk of the long term consequences of cycles of ovarian stimulation (ref: http://humrep.oxfordjournals.org/content/early/2011/10/19/humrep.der322.full.pdf), no compensation should be provided that may encourage women, particularly economically distressed women, to participate in procedures with no therapeutic benefit to them and both established and unknown health risks.  Regardless of the practices established in New York State, USA, financial compensation is unethical. 
 
4) Transparency Regarding Stem Cell Source:  We request that the ISSCR strengthen its position on transparency in communications to include clear language that fully discloses the source of the stem cell (human, animal, chimeric, embryonic, aborted fetal tissue, adult stem cell, etc.) in all scientific and non-scientific written and verbal communications.

The text-specific comments following this section recommend how these four general comments can be incorporated into the proposed ISCCR Guidelines.

SIGNED BY THE FOLLOWING CONSORTIUM OF CONCERNED ORGANIZATIONS:

CATHOLIC MEDICAL ASSOCIATION 
Peter Morrow, MD, President 
29 Bala Ave., Suite 205
Bala Cynwyd, PA 19004-3206
484-270-8002        president@cathmed.org

NATIONAL CATHOLIC BIOETHICS CENTER
John M. Haas, PhD, STL, MDiv, President
6399 Drexel Road
Philadelphia, PA 19151
215-877-2660    JHaas@ncbcenter.org
              
THE NATIONAL ASSOCIATION OF CATHOLIC NURSES - USA 
Diana M. L Newman, EdD, RN, President
33 Shore Road
Plymouth, MA 02360    dianadoc@comcast.net

AMERICAN COLLEGE OF PEDIATRICIANS
Michelle Critella, MD, President
PO Box 32635-7190
Gainesville, FL 32635-7190
352-376-1877         drmcretella@gmail.com

THE NATIONAL CATHOLIC PARTNERSHIP ON DISABILITY
Dr. Marie T. Hilliard, JCL, PhD, RN, Chair, Ethics and Public Policy Committee
415 Michigan Ave., Suite 95
Washington, DC 20017-4501
215-877-2660   MHilliard@ncbcenter.org

CENTER FOR FAMILY AND HUMAN RIGHTS (C-Fam)
Austin Ruse, President
805 3rd Avenue, Suite 1440
New York, NY 
866-353-2326     austinruse@c-fam.org









               

               


	Name: JEAN M. BARIC, MS, MA
	Affiliation: 
	Position: Coordinator, ISSCR Guidelines Consortium 
	Page #1: 3
	Line #1: 42
	Section Language #1: 1.  Fundamental Ethical Principles.   Add a new sub-section after "Integrity of the Research Enterprise" (lines 34-40), titled "Conscientious Objection of Staff" with supporting language similar (but not identical) to that currently in effect in Section 5.4 of the 2006 ISSCR Guidelines, listed in next column.

	Comments Recommendations #1:   “Scientific trainees and technical staff who have a conscientious objection to aspects of stem cell research should not be required to participate in research, and should be free of retribution or undue discrimination in assessments of professional performance. Clinical personnel who have a conscientious objection to stem cell research should not be required to participate in providing donor information or securing donor consent for research use of embryos, gametes, somatic cells or chimeras; that privilege should not extend to the clinical care of a donor for which a provider has agreed to provide care for the purpose of seeking such donation."
	Page #2: 4
	Line #2: 30
	Section Language #2: Transparency:  Add recommended language to the end of the paragraph
	Comments Recommendations #2: "All verbal and written communications should identify the origin and type of stem cell used (ex:  hESC, iPSC, SCNT, mixed hESC & iPSC, animal vs. human, chimera, etc.) 
	Page #3: 3-4
	Line #3: any
	Section Language #3: A new ethical principle entitled "Preference for Non-hESC-Based Research and Therapies" should be added to Section 1:  Fundamental Ethical Principles 
	Comments Recommendations #3: "Preference for Non-hESC-Based Research and Therapies: 
     These Guidelines were created in large part, due to humankind’s recognition of the inherent value of human life, even at its earliest stages of development.  Scientists, clinicians, funding institutions, ethicists, and the general public - whether of faith-based persuasion or not - can agree that living human embryonic organisms, including those derived by cloning, and certain chimeric organisms of an essentially human character, such as those generated by the transfer of human nuclei into non-human oocytes (a.k.a. cybrids) are deserving of particular moral attention.    For this reason, it is recommended that there be a strong preference for stem cell funding, research and therapies that do NOT utilize human embryo-derived stem cells, human nuclear transfer-derived stem cells, or certain human chimeric-derived stem cells."
	Page #4: 7
	Line #4: 20-23
	Section Language #4: e) Forms of research that generate chimeric animals using human cells that have the potential for high degrees of functional  integration into the animals’ central nervous systems or  to  generate  human gametes.
	Comments Recommendations #4: DELETE THE WORDING:  "...OR TO GENERATE HUMAN GAMETES."
Research that generates chimeric animals to generate human gametes violates human dignity and should be added to the list of 2.1.3.3 Category 3 (Prohibitied Activites) 
	Page #5: 
	Line #5: 
	Section Language #5: 
LEFT BLANK INTENTIONALLY
	Comments Recommendations #5:    
LEFT BLANK INTENTIONALLY
	Page #6: 8
	Line #6:   10
	Section Language #6: d) Research in which animal chimeras incorporating human cells with the potential to form human gametes are bred to each other.
	Commetns Recommendations #6: DELETE:  "ARE BRED TO EACH OTHER." so the modified sentence will read:  d) Research in which animal chimeras incorporating human cells with the potential to form human gametes.   [NOTE: no animal/human gametes should ever be developed. The risk to how they could be used to contaminate the human gene pool are not only a significant factor, but the assault on human dignity is advanced.]
	Page #7: 
	Line #7: 
	Section Language #7: 

LEFT BLANK INTENTIONALLY
	Comments Reommendations #7: 

LEFT BLANK INTENTIONALLY
	Page #8: 11
	Line #8: 40
	Section Language #8: 
Recommendation 2.2.4 (Payments to tissue providers for research)
Add recommended language to the end of line 40
	Comments Recommendations #8: 
ADD "...,nor should any payment or valuable consideration of any kind be offered to abortion providers or abortion facilities for procurement of fetal tissues after an elective procedure.  
	Page #9: 11
	Line #9: 40
	Section Language #9: Recommendation 2.2.4 (Payments to tissue providers for research)
(If ISSCR does not adopt the suggested language in the comment above, then add the following statement:)

	Comments Recommendations #9: ADD:  "If the abortion facility intends to receive payment or valuable consideration for fetal tissue after an elective abortion, the mother must be informed of such intent and of the specifics of the arrangement, including that the fetus may be dissected to obtain specific fetal tissues."
	Page #10: 12
	Line #10: 32-37
	Section Language #10: Recommendation 2.2.5
Replace Lines 32 and 33:
   
   AND in Line 37,

Change "should" to "must" 
	Comments Recommendations #10: REPLACE LINES 32 AND 33 WITH:    "...not undergo more than one hormonally induced ovarian stimulation..."
    AND
IN LINE 37, CHANGE "There should be a provision..." to "There must be a provision..."
	Page #11: 12
	Line #11: 36
	Section Language #11: Recommendation 2.2.5: vii (Payments to oocyte providers for research)  Add specified language to end of line 36
	Comments Recommendations #11:  NEW BULLET TO BE ADDED AFTER LINE 36:  "All women participating in oocyte donation shall be identified in a registry maintained permanently and in perpetuity, by the governmental body charged with jurisdiction of stem cell research regulation and ensuring the health of the citizenry of that jurisdiction.  Each woman participating in the oocyte donation process shall be advised of the governmental office with which she is registered and may contact should she require medical care as a result of oocyte donation.   Registered donors shall be contacted by that governmental body if new information about potential health risks of the procedure becomes available."  
	Page #12: 12
	Line #12: 39,40
	Section Language #12: 
Recommendation 2.2.5: ix (Payments to oocyte providers for research)  ADD A NEW ROMAN NUMERAL SECTION BETWEEN viii AND ix (AFTER LINE 39), WITH NEW LANGUAGE AS INDICATED
	Comments Recommendations #12:  
ADD NEW LANGUAGE TO END OF LINE 39 IN A NEW SECTION BETWEEN viii AND ix:   "All research institutions or funding sources are required to submit oocyte donor information to a Oocyte Donor Registry for long term monitoring and future contact capability." 
	Page #13: 13
	Line #13:     9
	Section Language #13: Recommendation 2.2.6 (Informed consent for research donation must be kept separate from informed consent for clinical treatment)  
    Omit the specified language in line 9
	Commetns Recommendations #13: OMIT THE WORDS:  "Whenever possible' from line 9.  

NEW TEXT WILL READ:   "The treating physician or infertility clinician must not be the investigator who proposes or performs research on the donated materials."
	Page #14: 13
	Line #14:   16
	Section Language #14: Recommendation 2.2.6 (Informed consent for research donation must be kept separate from informed consent for clinical treatment)  Add specified text to the end of line 16.  
	Comments Reommendations #14: ADD THESE WORDS AFTER LINE 16: 

"The aborting woman should be informed if the abortion facility will be receiving payment or valuable consideration for fetal tissues secured after the abortion, including the financial specifics of the arrangement."
	Page #15: 15
	Line #15: 35
	Section Language #15: 
Recommendation 2.3.3 (Repositories)
Add the specified text into line 35.ADD
	Comments Recommendations #15: INCORPORATE WORDINGS IN LINE 35 TO READ: 

"...methods used in the derivation of lines, (including whether origination is of human, animal, or mixed ESCs, SCNT, or chimera origination), culture conditions..."
	Page #16: 31
	Line #16: 8
	Section Language #16: 
Recommendation 3.3.2.5 (Subject Selection)
Add specified text to end of line 8)
	Comments Recommendations #16: ADD TEXT TO END OF LINE 8:  

"...without rational justification, except for pregnant women and women trying to achieve pregnancy, due to potential unknown detrimental effects on the unborn child."
	Page #17: 42
	Line #17: 43
	Section Language #17: Recommendation 4.1 (Public Representation of Science)
Add specified text to end of any paragraph in this section.
	Comments Recommendations #17: ADD TEXT:  
"Due to public interest and concern in the ethics of hESC research, and in order to ensure complete transparency of research and translational activities, the origin of stem cell materials (human/animal/mixed ESCs, iPSC, SCNT, etc.) should be clearly specified in all communications."
	Page #18:   
	Line #18: 
	Section Language #18: 
	Comments Recommendations #18: 
	Page #19: 
	Line #19: 
	Section Language #19: 
	Comments Recommendations #19: 
	Page #20: 
	Line #20: 
	Section Language #20: 
	Commetns Recommendations #20: 
	Page #21: 
	Line #21: 
	Section Language #21: 
	Comments Reommendations #21: 
	Page #22: 
	Line #22: 
	Section Language #22: 
	Comments Recommendations #22: 
	Page #23: 
	Line #23: 
	Section Language #23: 
	Comments Recommendations #23: 
	Page #24: 
	Line #24: 
	Section Language #24: 
	Comments Recommendations #24: 
	Page #25: 
	Line #25: 
	Section Language #25: 
	Comments Recommendations #25: 
	Page #26: 
	Line #26: 
	Section Language #26: 
	Comments Recommendations #26: 
	Page #27: 
	Line #27: 
	Section Language #27: 
	Commetns Recommendations #27: 
	Page #28: 
	Line #28: 
	Section Language #28: 
	Comments Reommendations #28: 
	Page #29: 
	Line #29: 
	Section Language #29: 
	Comments Recommendations #29: 
	Page #30: 
	Line #30: 
	Section Language #30: 
	Comments Recommendations #30: 
	Page #31: 
	Line #31: 
	Section Language #31: 
	Comments Recommendations #31: 
	Page #32: 
	Line #32: 
	Section Language #32: 
	Comments Recommendations #32: 
	Page #33: 
	Line #33: 
	Section Language #33: 
	Comments Recommendations #33: 
	Page #34: 
	Line #34: 
	Section Language #34: 
	Commetns Recommendations #34: 
	Page #35: 
	Line #35: 
	Section Language #35: 
	Comments Reommendations #35: 
	Page #36: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Line #36: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Section Language #36: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Comments Recommendations #36: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Page #38: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Line #38: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Section Language #38: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Comments Recommendations #38: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Page #39: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Line #39: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Section Language #39: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Comments Recommendations #39: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Page #40: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Line #40: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Section Language #40: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Comments Recommendations #40: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Page #41: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Line #41: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Section Language #41: 
	0: 
	1: 
	2: 
	3: 
	4: 
	5: 
	6: 

	Comments Recommendations #41: 
	0: 
	1: 
	2: 
	3: 
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	5: 
	6: 



