
MEMORANDUM 

Date: 

To: 

From: 

Subject: 

August 5, 2019 

Interested Parties 

Selina G. Jackson, MPA, Bureau of Regulatory Operations, Ohio 
Department of Health 

Draft Amendment to Appendix A to Rule 3701-84-27 of the Ohio Administrative 
Code (“Bone Marrow Transplantation Patient Selection Criteria”) 

The Ohio Department of Health (ODH) has drafted amendments to Appendix A to rule 3701-84-
27 of the Ohio Administrative Code pertaining to patient selection criteria for bone marrow 
transplantation. Revisions have been made to update Appendix A to include Systemic Sclerosis 
and Refractory Relapsing Multiple Sclerosis in the list of indications for autologous Hematopoietic 
Cell Transplantation. These amendments are based upon a request from The Ohio Hematopoietic 
Stem Cell Transplant Consortium requested changes to Appendix A to rule 3701-84-27 of the Ohio 
Administrative Code.  The Consortium establishes the patient selection criteria for bone marrow 
transplantation in Ohio’s bone marrow transplantation services. The recommendations of the 
Consortium are based upon the most current and appropriate medical, technological, and 
psychological studies and the resultant guidelines established within this industry.  ODH 
recognizes the expertise of the Consortium and the need for Ohio’s “Patient Selection Criteria” to 
reflect current industry standards and practices and the revisions to Appendix A directly reflect 
those recommendations. 

Please review the draft amended rules and provide any comments you may have by September 
4, 2019 at 5pm to the address below.  Please include the words "BMT” in the subject line of all 
comments sent via regular mail or e-mail.  ODH will review and consider the comments 
received before the rule is submitted for formal rule proposal and adoption proceedings.  Thank 
you. 

Office of the General Counsel [BMT Rules] 
Ohio Department of Health 
246 N. High St. 
Columbus, Ohio 43215 
ODHRules@odh.ohio.gov 
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*** DRAFT - NOT YET FILED ***
3701-84-27 Patient selection/utilization - bone marrow transplantation

service.

(A) All candidates for bone marrow transplantation shall be subject to prospective patient
selection criteria as specified in appendix A to this rule.

(B) If a transplantation service desires to perform a transplant on a patient who does not
meet the selection protocols set forth in appendix A to this rule, the service shall
undertake a thorough review of the case to determine that the transplant is
appropriate. This review shall be conducted by a bone marrow transplant team
comprised of members of the service's ethics, legal, and medical staff. This review
shall, at a minimum, include:

(1) Preparation of a detailed clinical summary of the patient that includes:

(a) A brief medical history;

(b) Complete laboratory data related to the diagnosis;

(c) A thorough psychosocial evaluation that includes:

(i) The identification of the patient's support system, including potential
caregivers;

(ii) Identified psychosocial issues;

(iii) Identification of potential barriers and challenges of the transplant;
and

(iv) The patient's attitude toward the transplant and the patient's
understanding of the transplant.

(d) A justification of the transplant despite failure to meet the selection
criteria;

and

(2) After sufficient review time, an affirmative vote of a majority of the members of
the team that the transplant is appropriate.

(C) Each bone marrow transplantation service should achieve the following volume goals
per year to ensure efficiency and a minimum floor of competency:
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*** DRAFT - NOT YET FILED ***

(1) Except as specified in paragraph (C)(2) of this rule, services providing only
autologous bone marrow transplantations should perform at least ten per year.
From the date a service notifies the director of activation or reactivation of a
service, the service should perform at least six transplants in the first twelve
months and at least twenty transplants within the first twenty-four months;

(2) Services providing only autologous bone marrow transplantation exclusively to
patients less than twenty-two years of age should perform at least ten
transplants per twenty-four months. From the date this service notifies the
director of activation or reactivation of a service, the service should perform
at least four transplants in the first twelve months and at least ten transplants
within the first twenty-four months;

(3) Except as specified in paragraph (C)(4) of this rule, services providing both
autologous and allogeneic bone marrow transplantation should perform at
least twelve per year with at least six being allogeneic bone marrow
transplantations. From the date a service notifies the director of activation or
reactivation of a combined autologous and allogeneic service, the service
should perform at least eight transplants in the first twelve months and at least
twenty-four transplants within the first twenty-four months, of which at least
twelve should be allogeneic; and

(4) Services providing both autologous and allogeneic bone marrow transplantation
exclusively to patients less than twenty-two years of age should perform at
least ten transplants per twenty-four months with at least five being
allogeneic. From the date this service notifies the director of activation or
reactivation of a service, the service should perform at least four transplants
in the first twelve months with at least two being allogeneic and at least ten
transplants within the first twenty-four months with at least five being
allogeneic.

(D) Volume goals will be considered by the director in conjunction with other indicators
of quality, not as the sole indicator of service performance.

(E) Failure to meet a volume goal for two consecutive years may trigger an extended
review of the bone marrow transplantation service by the director, including
possible inspections.
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3701-84-27 

APPENDIX A 

Patient Selection Criteria 

I.  Patients transplanted on protocols: Any patient that is registered on and treated on a protocol that 
has been reviewed and approved by the National Institute of Health is an appropriate bone marrow 
transplantation (BMT) candidate. 

II.  Criteria for eligibility for patients who do not meet the conditions of paragraph I, above: 

A.  General Considerations 

1.  Pulmonary function: forced expiratory volume in one second (FEVI) and 
diffusing capacity for carbon monoxide (DLCO) are greater than forty-five 
percent predicted. If the FEVI or DLCO is less than forty-five percent of 
predicted value, the patient should be evaluated by a pulmonologist. For pediatric 
patients 5 and under and those who failed an attempt to complete PFTs: Include 
venous blood gases (VBG).  Exception to VBGs: If the patient is on room air and 
does not have a history of a lung comorbidity. 
 

2.  Cardiology: multigated blood-pool imaging (MUGA) or echocardiogram showing 
the left ventricular ejection fraction of greater than or equal to forty-five percent. 
If a left ventricular ejection fraction is less than fifty percent, the patient must be 
consulted to and approved by a cardiologist to proceed to transplant. For pediatric 
patients, if a left ventricular shortening fraction by echocardiogram is less than 
twenty-nine percent, the patient must have an evaluation and clearance by a 
pediatric cardiologist prior to transplant. 

3.  Renal: the patient must have a serum creatinine of less than two 
milligrams/milliliter or a glomerular filtration rate (GFR) of greater than or equal 
to sixty milliliters/minute/one point seven three meters squared. If the patient does 
not meet this criteria, a nephrology consult and clearance must be obtained prior 
to transplant, unless multiple myeloma is the known cause of the renal dysfunction. 

4.  Hepatic: patients with abnormal hepatic enzymes (direct bilirubin, aspartate 
aminotransferase (AST) or alanine aminotransferase (ALT) greater than two times 
normal) need to be calculated and cleared by a gastroenterologist in order to 
proceed with transplant. 

5.  Performance status: the patient must have an Eastern Cooperative Oncology 
Group (ECOG) performance status of zero, one, or two or a Lansky performance 
of seventy percent or greater. 

 

B.  Criteria for Exclusion 
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1.  The presence of an uncontrolled infection 

2.  A female patient who is pregnant or lactating 

3.  A patient with known human immunodeficiency virus (HIV) disease unless 
receiving HAART therapy and having a negative viral load.  

4.  Patients with known metastatic intra-cranial disease (with the exception of 
metastatic germ cell tumors with treated intra-cranial disease or patients having 
neuroblastoma with active leptomeningeal disease) 

C.  Disease Indications for Allogeneic Bone Marrow Transplantation 

1.  Background 

a.  Ablative bone marrow transplantation, including reduced intensity   
procedures. 

b.  Non-myeloablative BMT: defined as infusion of hematopoietic cells after 
a nonmyeloablative preparative regimen for the purpose of attempting to 
treat a patients underlying disease with donor marrow and possibly the 
immunologic by-product of donor marrow. 

c.  Source of stem cells 

i.  Five out of six phenotypic antigen related or matched unrelated 
donor 

ii. Haploidentical donor 

iii.  For cord blood, single or double units with a three-antigen 
mismatch or less by high resolution typing 

2.  Indications 

a.  Acute leukemias 

b.  Chronic myelogenous leukemia 

c.  Chronic lymphocytic leukemia 

d.  Myelodysplastic syndrome 

e.  Severe combined immune deficiency (SCID) 

f.  Wiscott-Aldrich syndrome 

g.  Paroxysmal nocturnal hemoglobinuria 
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h.  Adrenoleukodystrophy, Hurlers syndrome, and other storage diseases 

i.  Hodgkin’s disease, excluding first complete remission 

j.  Non-Hodgkin’s lymphoma, excluding first complete remission 

k. Multiple myeloma 

l.  Hemoglobinopathy 

m.  Myeloproliferative disorder 

n.  Juvenile myelomonocytic leukemia (JMML) 

o. Hemophagocytic lymphohistiocytosis (HLH) 

p.  Bone marrow failure syndromes 

q.  Osteopetrosis 

r.  Aplastic anemia 

s.  Neuroblastoma 

t.  Renal cell carcinoma 

u. Sickle Cell Disease from matched related donor (donor without sickle 
disease) or haploidentical donor 

v. Other severe life-threatening immune deficiencies for which transplant has 
been shown to be effective 

3. Indications for Repeat Blood or Marrow Infusion 

a.  Graft rejection 

b.  Disease relapse 

c.  Engraftment failure 

D.  Indications for Donor Leukocyte Infusions for Relapsed or Persistent Hematologic 
Malignancy or Mixed Chimerism after Allogeneic BMT from Original Donor 

1.  General Considerations 

a.  Expected survival of greater than or equal to four weeks 

b.  Absence of active acute or chronic graft versus host disease (GVHD) 
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2. Indications: any patient treated with an allogeneic BMT suffering from disease 
relapse and/or persistent mixed chimerism 

E. Disease Indications for Autologous Hematopoietic Cell Transplantation 

1.  Indications 

a.  Hodgkin’s disease, excluding first complete remission 

b.  Non-Hodgkin’s lymphoma 

c.  Acute myelogenous leukemia 

d.  Acute lymphoblastic leukemia 

e. Chronic myelogenous leukemia 

f.  Neuroblastoma (including active leptomeningeal disease) 

g.  Germ cell tumors (including treated intracranial disease) 

h.  Multiple myeloma 

i.  Ovarian cancer 

j.  Pediatric tumors (up to age twenty-one) 

i.  Brain tumors 

ii.  Wilms tumor 

iii.  Soft tissue sarcomas 

iv.  Ewing’s family of tumors 

v.  Desmoplastic small round cell tumors 

vi.  Neuroblastoma 

k. For pediatric patients with primary CNS tumors:  No progression of 
metastatic intracranial and or leptomeningeal disease since original 
diagnosis 

l. Refractory relapsing multiple sclerosis 

m. System sclerosis 

2.  Repeat transplants 
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a.  Second transplants are acceptable if they are part of the “initial therapy.” 
Thus, a protocol that demands multiple sequential myeloablative therapies 
as a planned treatment course is appropriate if the patient is treated on such 
a protocol. 

b.  Treatment of relapse: if a patient achieved a complete remission after the 
last autologous transplant and that complete remission lasted a minimum 
of one year, then a second transplant is potentially reasonable. A second 
transplant at less than one year requires a case review as established under 
paragraph (B) of rule 3701-84-27 of the Administrative Code. 

F.  Indications for Hematopoietic Stem Cell Harvesting Without a Planned Transplant 

1.  Acute myelogenous leukemia: patients in complete remission 

2.  Acute lymphoblastic leukemia: patients in complete remission 

3.  Matched unrelated donor: patients undergoing a matched, unrelated donor 
allogeneic transplant with marrow used as “back up” 

4. Haploidentical donor patients undergoing a haploidentical transplant which have 
HLA antigens with marrow harvest or peripheral cell harvest, whichever is 
determined the most suitable procedure for the recipient 

5.  Pediatric tumors: (Wilms’ tumor, soft tissue sarcoma, neuroblastoma, brain 
tumors, Ewing’s family of tumors) and lymphomas in complete remission to 
receive future pelvic radiation therapy. 

6. Multiple myeloma 

G. Any other disease treated with bone marrow, stem cell or cord blood transplant must be an 
accepted indication for transplantation or done with a formal treatment/clinical research 
protocol that is approved by the transplant institution’s Internal Review Board (IRB) and 
renewed on an annual basis. 
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APPENDIX A 

Patient Selection Criteria 

I.  Patients transplanted on protocols: Any patient that is registered on and treated on a protocol that 
has been reviewed and approved by the National Institute of Health is an appropriate bone marrow 
transplantation (BMT) candidate. 

II.  Criteria for eligibility for patients who do not meet the conditions of paragraph I, above: 

A.  General Considerations 

1.  Pulmonary function: forced expiratory volume in one second (FEVI) and 
diffusing capacity for carbon monoxide (DLCO) are greater than forty-five 
percent predicted. If the FEVI or DLCO is less than forty-five percent of 
predicted value, the patient should be evaluated by a pulmonologist. For pediatric 
patients 5 and under and those who failed an attempt to complete PFTs: Include 
venous blood gases (VBG).  Exception to VBGs: If the patient is on room air and 
does not have a history of a lung comorbidity. 
 

2.  Cardiology: multigated blood-pool imaging (MUGA) or echocardiogram showing 
the left ventricular ejection fraction of greater than or equal to forty-five percent. 
If a left ventricular ejection fraction is less than fifty percent, the patient must be 
consulted to and approved by a cardiologist to proceed to transplant. For pediatric 
patients, if a left ventricular shortening fraction by echocardiogram is less than 
twenty-nine percent, the patient must have an evaluation and clearance by a 
pediatric cardiologist prior to transplant. 

3.  Renal: the patient must have a serum creatinine of less than two 
milligrams/milliliter or a glomerular filtration rate (GFR) of greater than or equal 
to sixty milliliters/minute/one point seven three meters squared. If the patient does 
not meet this criteria, a nephrology consult and clearance must be obtained prior 
to transplant, unless multiple myeloma is the known cause of the renal dysfunction. 

4.  Hepatic: patients with abnormal hepatic enzymes (direct bilirubin, aspartate 
aminotransferase (AST) or alanine aminotransferase (ALT) greater than two times 
normal) need to be calculated and cleared by a gastroenterologist in order to 
proceed with transplant. 
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Group (ECOG) performance status of zero, one, or two or a Lansky performance 
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1.  The presence of an uncontrolled infection 

2.  A female patient who is pregnant or lactating 

3.  A patient with known human immunodeficiency virus (HIV) disease unless 
receiving HAART therapy and having a negative viral load.  

4.  Patients with known metastatic intra-cranial disease (with the exception of 
metastatic germ cell tumors with treated intra-cranial disease or patients having 
neuroblastoma with active leptomeningeal disease) 

C.  Disease Indications for Allogeneic Bone Marrow Transplantation 

1.  Background 

a.  Ablative bone marrow transplantation, including reduced intensity   
procedures. 

b.  Non-myeloablative BMT: defined as infusion of hematopoietic cells after 
a nonmyeloablative preparative regimen for the purpose of attempting to 
treat a patients underlying disease with donor marrow and possibly the 
immunologic by-product of donor marrow. 

c.  Source of stem cells 

i.  Five out of six phenotypic antigen related or matched unrelated 
donor 

ii. Haploidentical donor 

iii.  For cord blood, single or double units with a three-antigen 
mismatch or less by high resolution typing 

2.  Indications 

a.  Acute leukemias 

b.  Chronic myelogenous leukemia 

c.  Chronic lymphocytic leukemia 

d.  Myelodysplastic syndrome 

e.  Severe combined immune deficiency (SCID) 

f.  Wiscott-Aldrich syndrome 

g.  Paroxysmal nocturnal hemoglobinuria 



h.  Adrenoleukodystrophy, Hurlers syndrome, and other storage diseases 

i.  Hodgkin’s disease, excluding first complete remission 

j.  Non-Hodgkin’s lymphoma, excluding first complete remission 

k. Multiple myeloma 

l.  Hemoglobinopathy 

m.  Myeloproliferative disorder 

n.  Juvenile myelomonocytic leukemia (JMML) 

o. Hemophagocytic lymphohistiocytosis (HLH) 

p.  Bone marrow failure syndromes 

q.  Osteopetrosis 

r.  Aplastic anemia 

s.  Neuroblastoma 

t.  Renal cell carcinoma 

u. Sickle Cell Disease from matched related donor (donor without sickle 
disease) or haploidentical donor 

v. Other severe life-threatening immune deficiencies for which transplant has 
been shown to be effective 

3. Indications for Repeat Blood or Marrow Infusion 

a.  Graft rejection 

b.  Disease relapse 

c.  Engraftment failure 

D.  Indications for Donor Leukocyte Infusions for Relapsed or Persistent Hematologic 
Malignancy or Mixed Chimerism after Allogeneic BMT from Original Donor 

1.  General Considerations 

a.  Expected survival of greater than or equal to four weeks 

b.  Absence of active acute or chronic graft versus host disease (GVHD) 



2. Indications: any patient treated with an allogeneic BMT suffering from disease 
relapse and/or persistent mixed chimerism 

E. Disease Indications for Autologous Hematopoietic Cell Transplantation 

1.  Indications 

a.  Hodgkin’s disease, excluding first complete remission 

b.  Non-Hodgkin’s lymphoma 

c.  Acute myelogenous leukemia 

d.  Acute lymphoblastic leukemia 

e. Chronic myelogenous leukemia 

f.  Neuroblastoma (including active leptomeningeal disease) 

g.  Germ cell tumors (including treated intracranial disease) 

h.  Multiple myeloma 

i.  Ovarian cancer 

j.  Pediatric tumors (up to age twenty-one) 

i.  Brain tumors 

ii.  Wilms tumor 

iii.  Soft tissue sarcomas 

iv.  Ewing’s family of tumors 

v.  Desmoplastic small round cell tumors 

vi.  Neuroblastoma 

k. For pediatric patients with primary CNS tumors:  No progression of 
metastatic intracranial and or leptomeningeal disease since original 
diagnosis 

l. Refractory relapsing multiple sclerosis 

m. System sclerosis 

2.  Repeat transplants 



a.  Second transplants are acceptable if they are part of the “initial therapy.” 
Thus, a protocol that demands multiple sequential myeloablative therapies 
as a planned treatment course is appropriate if the patient is treated on such 
a protocol. 

b.  Treatment of relapse: if a patient achieved a complete remission after the 
last autologous transplant and that complete remission lasted a minimum 
of one year, then a second transplant is potentially reasonable. A second 
transplant at less than one year requires a case review as established under 
paragraph (B) of rule 3701-84-27 of the Administrative Code. 

F.  Indications for Hematopoietic Stem Cell Harvesting Without a Planned Transplant 

1.  Acute myelogenous leukemia: patients in complete remission 

2.  Acute lymphoblastic leukemia: patients in complete remission 

3.  Matched unrelated donor: patients undergoing a matched, unrelated donor 
allogeneic transplant with marrow used as “back up” 

4. Haploidentical donor patients undergoing a haploidentical transplant which have 
HLA antigens with marrow harvest or peripheral cell harvest, whichever is 
determined the most suitable procedure for the recipient 

5.  Pediatric tumors: (Wilms’ tumor, soft tissue sarcoma, neuroblastoma, brain 
tumors, Ewing’s family of tumors) and lymphomas in complete remission to 
receive future pelvic radiation therapy. 

6. Multiple myeloma 

G. Any other disease treated with bone marrow, stem cell or cord blood transplant must be an 
accepted indication for transplantation or done with a formal treatment/clinical research 
protocol that is approved by the transplant institution’s Internal Review Board (IRB) and 
renewed on an annual basis. 

 



Business Impact Analysis 

Agency Name:        Ohio Department of Health        

Regulation/Package Title:         Chapter 3701-84 – Health Care Services 

Rule Number(s):    3701-84-27 (No Change) Appendix A (Amended)

Date:            August 5, 2019 

Rule Type: 

        New 
   X Amended 

5-Year Review
Rescinded 

The Common Sense Initiative was established by Executive Order 2011-01K and placed 
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should 
balance the critical objectives of all regulations with the costs of compliance by the regulated 
parties.  Agencies should promote transparency, consistency, predictability, and flexibility 
in regulatory activities. Agencies should prioritize compliance over punishment, and to that 
end, should utilize plain language in the development of regulations.  

Regulatory Intent 

1. Please briefly describe the draft regulations in plain language.
The rules set forth in Chapter 3701-84 of the Ohio Administrative Code establish safety and quality of care
standards for providers of Health Care Services (“HCS”) in Ohio. The quality rules set minimum standards
that a provider of the service must meet in order to offer the service including, facilities, equipment,
personnel, and patient selection criteria.  The standards and requirements established by these regulations
are applicable to the following services:

• Solid organ transplantation
• Bone marrow transplantation
• Adult cardiac catheterization
• Adult open heart surgery
• Pediatric intensive care
• Pediatric cardiac catheterization
• Pediatric cardiovascular surgery
• Operation of a linear accelerator/gamma knife/cobalt radiation  therapy unit



The Ohio Hematopoietic Stem Cell Transplant Consortium has requested changes to Appendix A to rule  
3701-84-27 of the Ohio Administrative Code.  The Ohio Department of Health (ODH) recognizes the 
expertise of the Consortium and the need for Ohio’s “Patient selection Criteria” to reflect current industry 
standards and practices.  The Consortium establishes the criteria for bone marrow transplantation for Ohio’s 
bone marrow transplantation providers. 

3701-84-27: The rule sets forth the patient selection/utilization requirements for BMT services. The 
appendix to the rule provides detailed exclusion criteria and disease specific requirements, while the rule 
provides a process for patient review and selection for patients who do not meet the standard criteria. BMT 
services volume goals remain unchanged and reflect current CMS COPs for stem cell transplantation. 
Appendix A to the rule is being rescinded and replaced with a new Appendix A to include Systemic 
Sclerosis and Refractory Relapsing Multiple Sclerosis in the list of indications for autologous 
Hematopoietic Cell Transplantation. 

2. Please list the Ohio statute authorizing the Agency to adopt these regulations.

Ohio Revised Code sections 3702.11, 3702.13, and 3701.31

3. Do the regulations implement a federal requirement?   Are the proposed regulations being
adopted or amended to enable the state to obtain or maintain approval to administer and
enforce a federal law or to participate in a federal program?

There are no federal requirements mandating these rules.  Many of the rules, however, contain citations to
or reflect current federal Conditions of Participation in the Code of Federal Regulations.

4. If the regulation includes provisions not specifically required by the federal government,
please explain the rationale for exceeding the federal requirement.

Not applicable to these rules.

5. What is the public purpose for this regulation (i.e., why does the Agency feel that there
needs to be any regulation in this area at all)?

As required by Ohio Revised Code 3702.11, these rules provide the necessary state-based framework for
the Department of Health to ensure the safety and quality of care of health care services for Ohio’s health
care consumers. The rules provide a means by which the Department of Health identifies health care service
providers and may determine and enforce patient safety standards.  Furthermore, the rules reduce negative
health care service outcomes through required actions such as, but not limited to, reporting to the Director
any of misadministration and medical events related to radioactive materials, requiring regular morbidity
and mortality conferences,  and reporting failure to meet nationally recognized quality standards for
specified metrics. Ohio does not license or certify health care services directly; however, the Department
of Health performs its roles and functions related to Medicare survey and certification as an agent of the
federal government’s Center for Medicare and Medicaid Services (CMS) under the authority of section



1864 of the Social Security Act. Although heath care services are certified through CMS and accredited 
through independent accrediting organizations, these organizations do not provide a direct or ‘local’ access 
point for the health care consumers of Ohio.  These state rules provide that point of access and a mechanism 
through which health care consumers may have their concerns addressed through complaint investigations. 

6. How will the Agency measure the success of these regulations in terms of outputs and/or
outcomes?

Successful outcomes are measured through a standard survey (inspection) process approximately once
every thirty-six months; successful outcomes would indicate compliance with the standards and
requirements set forth in Chapter 3701-84.  Further evidence of success would be represented by the
number of complaints received and the number of validated complaint surveys.

Development of the Regulation

7. Please list the stakeholders included by the Agency in the development or initial review of
the draft regulations.

Ohio Hematopoietic Stem Cell Transplant Consortium

8. What input was provided by the stakeholders, and how did that input affect the draft
regulations being proposed by the Agency?

Revisions to the rule are based upon comments from the Ohio Hematopoietic Stem Cell Transplant
Consortium.

9. What scientific data was used to develop the rule or the measurable outcomes of the rule?
How does this data support the regulation being proposed?

3701-84-27 - The Ohio Hematopoietic Stem Cell Transplant Consortium is viewed as an industry expert;
the recommendations of the Consortium are based upon the most current and appropriate medical,
technological, and psychological studies and the resultant guidelines established within this industry.  The
rule directly reflects those recommendations.

Position statements that support these revisions are included in the following:

Cohen JA, Baldassari  LE, Atkins HL, et al. Autologous hematopoietic cell transplantation for treatment of
refractory relapsing multiple sclerosis: Position statement from the American Society for Blood and
Marrow Transplantation. Biology of Blood and Marrow Transplantation, 2019; 25: 845-854.

Sullivan KM, Majhail NS, Bredeson C, et al. Systemic sclerosis as an indication for autologous
hematopoietic cell transplantation: Position statement from the American Society for Blood and Marrow
Transplantation. Biology of Blood and Marrow Transplantation, 2018; 24: 1961-1964.



10. What alternative regulations (or specific provisions within the regulation) did the Agency 
consider, and why did it determine that these alternatives were not appropriate?  If none, 
why didn’t the Agency consider regulatory alternatives? 
 
The Ohio Department of Health is required to monitor compliance with the quality and safety standards 
mandated by section 3702.11 of the Revised Code.  Alternative regulations to the rules set forth in Chapter 
3701-84 of the Administrative Code were not considered. The rules reflect the current industry standards 
pertaining to Health Care Services that providers are expected to meet for participation in accrediting 
organizations and participation in Centers for Medicare and Medicaid Services programs. 
 

11. Did the Agency specifically consider performance-based regulations? Please explain. 
 
ODH rules contain both structural (process) and performance (outcome) based requirements.  When there 
is a bad outcome, ODH can then look to ensure that the requirements of the rule were implemented properly 
and can identify break-downs in the process through surveys to provide opportunities for the services to 
correct their identified deficiencies and meet the quality and safety standards required by statute. 
 

12. What measures did the Agency take to ensure that these regulations do not duplicate an 
existing Ohio regulation?   
 
The agency conducted a thorough review of the Ohio Revised Code and Ohio Administrative Code to 
ensure there are no other regulations in place pertaining to these specific Health Care Services. 
 

13. Please describe the Agency’s plan for implementation of these regulations, including any 
measures to ensure that the regulations are applied consistently and predictably for the 
regulated community. 
 
Health Care Services provide a self-attestation of compliance and are surveyed approximately once every 
thirty-six months.  Surveys are also conducted as necessary as the result of complaints, to determine 
compliance.  Surveys are conducted by specially trained health care service program staff utilizing a 
standard survey document and protocols specific to the type of service. 
 
Adverse Impact to Business 
 

14. Provide a summary of the estimated cost of compliance with these rules.  Specifically, 
please do the following: 
 

a. Identify the scope of the impacted business community: 
 
Rules 3701-84-24 to 3701-84-27 impact bone marrow transplant services, including stem cell harvesting 
and reinfusion services. 
 
 
 
 



b. Identify the nature of the adverse impact (e.g., license fees, fines, employer time 
for compliance); and 
 
Fines, time for compliance, and reporting requirements. 
 
An adverse impact was not identified for rule 3701-84-27. In general, these rules do not represent costs that 
are independent of those already obligated to the Health Care Service by virtue of their participation in the 
Centers for Medicare and Medicaid Services Conditions of Participation and other accrediting organization 
programs. Those costs include, but are not limited to, the costs associated with the purchase or lease of real 
estate, equipment, and personnel.  There are also time and manpower costs associated with administrative 
requirements, including, but not limited to, policy development/implementation and quality assessment and 
performance improvement.  The similar requirements set forth in Ohio’s rules are unlikely to require a 
significant amount of time or costs in addition to that which is already expended by the service and the 
services will, more likely than not, already meet or exceed the state requirements. 
 
 c. Quantify the expected adverse impact from the regulation:  
 
There are no expected cost increases associated with the revisions to Appendix A to rule 3701-84-27.  
The rule will allow Bone Marrow Transplantation services to serve more patients. 

15. Why did the Agency determine that the regulatory intent justifies the adverse impact to the 
regulated business community? 
 
ODH is required to implement section 3702.11of the Ohio Revised Code by establishing safety and quality 
of care standards for providers of Health Care Services.  The costs represented by the specific quality and 
safety requirements set forth in Chapter 3701-84 are considered to be acceptable and represent a general 
standard cost in terms of the administrative, personnel, and facility-based requirements for the operation of 
a health care service within the industry.  
 
Regulatory Flexibility 
 

16. Does the regulation provide any exemptions or alternative means of compliance for small 
businesses?  
 
Alternative means of compliance may be achieved through waiver or variance.  Variances or waivers may 
be granted for any of the requirements of the Chapter if the Director determines: that the requirement has 
been met in an alternative manner, that the strict application of the requirement would result in undue 
hardship, and that the granting of the waiver or variance would not jeopardize the health or safety of any 
patient.  The requirements for a waiver or variance are set forth in rule 3701-84-14 and are determined on 
a case-by-case basis.  
 
Additionally, Health Care Services may submit an accreditation award letter from an approved accrediting 
agency (i.e.; Joint Commission, American Osteopathic Association) as evidence of compliance with the 
standards set forth in Chapter 3701-84.   
 
 



17. How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and penalties 
for paperwork violations and first-time offenders) into implementation of the regulation? 
 
The agency maintains program staff to assist and provide guidance to health care service providers to 
improve their survey outcomes and maintain compliance.  ODH’s policy on paperwork violations may be 
viewed via the website at:  
 
https://odh.ohio.gov/wps/portal/gov/odh/about-us/offices-bureaus-and-departments/Office-of-General-
Counsel/Statement-on-Paperwork-Violations/ 
 

18. What resources are available to assist small businesses with compliance of the regulation? 
 
The Ohio Department of Health, Office of Health Assurance and Licensing, Health Care Services Section, 
and the Prevention/Radiologic Technology Section provide information and assistance to Health Care 
Service providers.  Additional information is available at: 
 
https://odh.ohio.gov/wps/portal/gov/odh/know-our-programs/health-care-services/healthcareservices 
 

https://odh.ohio.gov/wps/portal/gov/odh/about-us/offices-bureaus-and-departments/Office-of-General-Counsel/Statement-on-Paperwork-Violations/
https://odh.ohio.gov/wps/portal/gov/odh/about-us/offices-bureaus-and-departments/Office-of-General-Counsel/Statement-on-Paperwork-Violations/
https://odh.ohio.gov/wps/portal/gov/odh/about-us/offices-bureaus-and-departments/Office-of-General-Counsel/Statement-on-Paperwork-Violations/
https://odh.ohio.gov/wps/portal/gov/odh/about-us/offices-bureaus-and-departments/Office-of-General-Counsel/Statement-on-Paperwork-Violations/
https://odh.ohio.gov/wps/portal/gov/odh/know-our-programs/health-care-services/healthcareservices
https://odh.ohio.gov/wps/portal/gov/odh/know-our-programs/health-care-services/healthcareservices
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