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Meeting Summary                                                                                                                                                       

Organ Transplant Work Group                                                                                                                                          

August 31, 2016                                                                                                                             

MHCC, 4160 Patterson Avenue, Baltimore, MD  21215 

Work Group Member Attendees: 

Charles Alexander 

Jaclyn Bannon 

Clive Callender, M.D. (by phone) 

Claudian Donovan, M.D. (by phone) 

David Klassen, M.D. 

Linda Ohler 

Jessica Quintilian 

Anne Weiland 

 

Commissioners: 

Michael O’Grady, Ph.D. 

Commission Staff Attendees: 

Oseizame Emasealu                                                                                                                                          
Eileen Fleck                                                                                                         
Paul Parker                                                                                               
Kathy Ruben                                                                                                                                                         
Ben Steffen                                                                                                                                                        
Suellen Wideman 

Introductions 

 Ms. Eileen Fleck opened the meeting at approximately 10:00 a.m.  She introduced herself 

and asked group members present and participating by phone to introduce themselves.  

Following introductions, Ms. Fleck described the purpose of the meeting as being a follow up, to 

address concerns of the Commission following the presentation of the draft regulations for 

organ transplant services that were considered at the meeting held on July 21, 2016.  Rather 

than vote on the regulations, the Commission asked that the work group meet again to address 

its concerns and report back to the Commission at the September meeting.  Ms. Fleck noted the 

key concerns of the Commission, including whether the draft regulations could be revised 

further to address the disparity between the demand and supply of organs, whether the 

docketing rules potentially shut out programs that could reduce the disparity between the 

demand and supply of organs, and whether the threshold volume standards are appropriate for 

determining when to potentially allow new programs.  She also stated that Commissioners 
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suggested that increasing competition among organ transplant programs may lead to innovative 

ideas to increase organ supply.  Ms. Fleck then asked Commissioner O’Grady if he wanted to add 

anything.   

 Commissioner O’Grady noted that Ms. Fleck covered the main points, but he wanted to 

expand on the glaring problem of the long waitlist.  He said that Maryland is not different in this 

aspect from other states.  However, he thinks it’s important to ask whether there anything that 

can be done to increase the donor population and close the gap between organ supply and 

demand.  He suggested that new programs may have innovative ideas of how to accomplish this, 

but it appears that barriers exist for establishing new programs in the proposed regulations.  Ms. 

Fleck explained that she had tried to convey to the Commission that the work group had 

discussed that allowing new programs may just result in splitting the same volume of organ 

transplants among more programs.  She asked whether anyone wanted to comment on 

Commissioner O’Grady’s remarks.    

Disparity Between Organ Supply and Demand 

 Charlie Alexander commented that there must be an understanding of the supply of 

organs in Maryland.  He noted that one third of Maryland residents are served by an organ 

recovery program that does not provide local organs to patients on Maryland’s waiting list.  He 

stated that this presents somewhat of a statistical dilemma.  This service area provides organs to 

patients on the wait list in Washington, D.C. and Northern Virginia.  Mr. Alexander said that the 

answer to Commissioner O’Grady’s question is complicated.  He commented that what should 

be asked is whether acceptance of transplant practices in Maryland transplant programs are 

such that it would beneficial to have programs like theirs replicated in other parts of Maryland.  

 Ms. Weiland stated that she was a little surprised about some of the concerns of the 

Commission because transplant programs are not in the business of increasing organ donation. 

She wondered how it fits in with the CON discussion.  She noted that it is the donor hospitals 

that should be concerned with increasing donors, and transplant programs should take care of 

the patients.  She stated that the two should not co-mingle for obvious reasons, even though all 

hospitals have organ donation committees.  She wanted to make it clear that transplant 

programs are separate from organ donation programs.   

 Commissioner O’Grady agreed, but he said that as the Commissioners read through the 

regulations, they did not ask if the transplant programs could be doing more to recover organs 

but rather noted the problem of the long waiting lists and asked if there are others that should 

be included in this debate.  He noted that as part of a national discussion of health care, there is 

often a triple aim: cost, quality, and access.   For organ transplants, the key concern is access and 

how to improve it, whether it is through the public, the MVA, or the donor hospitals.  He asked 

whether Maryland can be innovative in its approach or learn from other states. 
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 Ms. Weiland stated that she believes that we are all in favor of innovation because we 

need all of the donors that we can get. The deceased donor population is flat.  She discussed 

other controversial approaches that have been adopted elsewhere including presumed donation 

and donation for payments that may be used in other parts of the world.  She noted that the 

U.S. has not adopted for ethical reasons.  Ms. Weiland stated that she still does not see how this 

fits in with CON regulation.   

 Commissioner O’Grady acknowledged that addressing the issue may not fit in with CON 

regulation, but the issue fits in with the broader policy issue of health care in Maryland.  He 

noted that there has to be a balance between having very skilled providers and not having 

unnecessary barriers to transplant services.  He said that although the supply of organs is more 

driven by the donor hospitals, the issue is very important.  Commissioner O’Grady proposed that 

Maryland shouldn’t overly focus on the CON process but should look at the larger issue and 

consider whether Maryland can be better and the logical next steps, such as talking with the 

federal government or developing a pilot program.  

 Dr. Klassen stated that while he does not have any specific comments about Maryland, 

this is a national problem with lots of national initiatives looking at the regulatory environment 

and the performance of organ procurement organizations (OPO) and transplant centers.  He 

noted that some of these initiatives are funded by the Health Resources and Services 

Administration (HRSA), such as the COIN project. The COIN project is a 3- year pilot project 

looking at alternative metrics for evaluation programs, rather than graft survival.  CMS also 

revised its metrics by which it judges transplant center performance to align more with OPOs 

and UNOS.  HRSA also funded another national project in which the metrics for evaluating OPOs 

are different, with the goal of making better use of organs.  Dr. Klassen noted that 

approximately 20% of procured kidneys are never transplanted.  These kidneys are discarded for 

a variety of reasons, and some should not be transplanted, but others probably could be 

transplanted.  He stated that a lot of regulatory initiatives are national, and it is difficult to 

conceptualize some of these initiatives to Maryland.   

 Mr. Alexander commented that one in four kidneys that are recovered in Maryland are 

not transplanted due to unreasonable performance measure expectations.  Mr. Alexander noted 

that this may discourage transplants in many ways.  Mr. Alexander pointed out that there are 

programs in Europe specifically in the U.K. where older organs are transplanted in older 

recipients.  These programs are getting great outcomes that our system will not tolerate.  He 

stated that we have to evaluate our tolerance for outcomes and reconsider the definition of a 

successful transplant.  He commented that if Maryland was able to reduce the discard rate with 

a regulatory change, then it could make a real difference.   
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 Mr. Alexander explained that the only consistent measure of system performance is the 

number of donors per million population served, with some countries having twenty eight or 

twenty nine per million served and in Maryland it is about 42 donors per million served.  He 

noted that Maryland is almost double that of other countries.  Mr. Alexander also pointed out 

the differences in number served between Maryland and other regions that have presumed 

consent.  Mr. Alexander said that he doesn’t feel that presumed consent is the correct model to 

adopt, but there are other avenues to increase organ donation, such as education.  Mr. 

Alexander described a policy change in Maryland that made it more difficult to recover organs 

which was a change in the Motor Vehicle Administration (MVA) in-person registration from 

every 4 years to every 8 years.  This policy limits the opportunity for individuals to request to be 

organ donors.  One positive change that was made was a carryover for an individual’s wish to be 

an MVA donor.  Mr. Alexander noted that public education dollars may make a positive impact 

on organ donations. 

 Ms. Fleck then asked for feedback on the national initiatives mentioned by Dr. Klassen to 

address risk aversion.  She also asked if anyone could comment on the transplant volume at 

which kidney transplant surgeons become risk adverse.  She noted that for kidneys, some 

concerns were raised by Commissioners about whether the threshold volume was set too high.  

Dr. Klassen replied that there are always downstream effects of regulatory oversight, but that 

the current regulatory structure has produced some very good transplant outcomes.  He asked if 

backing away from the regulatory environment would result in behavioral change in clinical 

decision making.  He said that is the idea.  He noted that there are some programs out there that 

are very comfortable and do not want to grow.  The general consensus in the transplant 

community is that the current regulatory environment does result in risk aversion, and indeed, 

discard rates are high.  Dr. Klassen also stated that assessing supply and demand in 

transplantation is difficult, and equating the wait list with demand is inaccurate because access 

to the wait list may be an issue.  He noted that there are end-stage renal disease (ESRD) patients 

who are not on the list at all.   

 Commissioner O’Grady reminded the group that Maryland has various waivers and has 

participated in various demonstrations.  Although changing a law is difficult, he asked if there 

are other things that can be done to experiment and innovate in Maryland.  He stated that for 

health care policy decisions, there is a balance between cost, quality, and access, and there is 

always a tradeoff off among them.  He noted that much has changed over time, with new factors 

affecting the balance.  He asked how we can increase the supply of organs, without tackling and 

take the balance of cost, quality, and access into consideration as well as what factors have 

changed over time. 

 Ms. Weiland stated that when you have a bigger program with bigger wait lists, the 

programs can match the donors to the recipients because you have a bigger pool of recipients.  
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Thus, you can spread the risk.  However, she noted, if you are only doing 10 transplants per year, 

you had better make sure that everything works out perfectly.  Ms. Weiland stated that the 

larger programs can be open to taking on more risk.   

 Dr. Klassen then asked Mr. Alexander if he perceives any barriers to procurement based 

on the interaction between donor hospitals and OPOs.  Mr. Alexander replied that the 

relationship between donor hospitals and recovery programs in this area is very good.  He noted 

that seeing the commitment from the top down from the donor hospitals is important.  He 

noted that we do not have a centralized forum to look at hospital performance based on 

donation outcomes, but in general we have a fairly good system.  Ms. Weiland asked Mr. 

Alexander if it was a self-reported system by the donor hospital.  Mr. Alexander replied that it is 

a self-reported system, but by the OPOs.  Mr. Alexander stated that the system does have some 

flaws and needs better metrics.  He noted that some hospitals have a greater number of donors 

per potential donors just because of the population.  He also noted that the OPOs audit the data 

reported.   

 Commissioner O’Grady asked if there were any financial incentives for the donor 

hospitals to do more.  Mr. Alexander replied that there is a financial incentive in that the full bill 

would be paid, with coverage of some costs by the OPO if necessary.  Ms. Weiland commented 

that she would say that it is not a disincentive for hospitals to procure more organs.  She noted 

that a hospital has to be very careful if they are in both the transplant and donation business.  

The two have to be kept separate.  Mr. Alexander was asked if there were any structural barriers 

to procurement, and he responded that there are not structural barriers.  He noted that there is 

opportunity in drawing from the community and increasing education and outreach.   

 Commissioner O’Grady stated that changing policy objectives may be useful.  He 

reminded the work group of some of the anti-smoking campaigns that were sometimes 

offensive but also effective.  He suggested that new strategies may be needed to increase 

donations and asked if there is a different way to understand the target population.  Ms. 

Weiland noted that more initiatives are focusing on living donors, and many of these 

educational initiatives have been successful in letting the population know who can donate.  She 

stated that we need to address the shortage of deceased donors.  Mr. Alexander stated that he 

would hesitate to call those initiatives successful because the number of donors has not 

increased.  He noted that we only have a limited number of deceased donors, but a seemingly 

infinite supply of living donors.  There may be a great opportunity to expand the number of 

living donors perhaps with state support for education programs.   

 The work group then discussed other areas for expanding the number of living donors.  

Commissioner O’Grady wondered if there could be a better way to match organs.  Ms.Weiland 

noted that minority donations have been a challenge.  She asked Dr. Callender to expand on this 
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since it is his area of expertise.  There is a great need since minority matches are more 

challenging.   

Increase in Donations among the Minority Population 

 Dr. Clive Callender spoke to the Organ Transplant Services Work Group about the efforts 

of the National Minority Organ Tissue Transplant Education Program (MOTTEP), and the recent 

increase in African American donors from 3% to 17%, even though minority donations in general 

have gone down.  He noted that donations among the African American population continue to 

rise.  Dr. Callender spoke of the interest in donor education through social media and informed 

the group that approximately 25% of the population is not computer literate.  Therefore, he 

said, if social media is the only method used to educate the population, a significant number of 

people would be left out.  Dr. Callender suggested that a better approach to increasing the 

donation rate among minority populations would be to combine social media with grassroots 

face to face education.  Dr. Callender said that he would send his most recent publication on this 

topic to the work group.  Ms. Fleck stated that she would distribute the publication once it is 

sent. 

 Mr. Alexander noted that he will also send information and exact numbers about the 

donation rates in Maryland.  Ms. Weiland asked how these numbers were obtained.  Mr. 

Alexander said that the African American community is a private community but the donor 

program went out to the community to share and build trust.  Individuals began to have more 

trust in the system when they noticed that for every transplant that took place for a white 

recipient there was one for a black recipient.  Also, he noted, trust increased when the donor 

program showed that they care about all families whether they say yes or no to organ donation.   

 

Disparity Between the Demand and Supply of Organs 

 Ms. Fleck guided the work group back to the agenda and told the work group that she 

wanted to review and discuss some sections of the regulations where supply and demand were 

mentioned starting with policy 3 on page 24 which she read to the group: 

Policy 3: Community education and outreach will be actively promoted and 

facilitated by each hospital providing organ transplantation to reduce the 

prevalence of end stage organ disease, and demand for organ transplantation. 

Likewise, each hospital providing organ transplantations will also actively 

promote and facilitate programs to increase the availability of donor organs. 

The Commission supports the use of Maryland’s Organ and Tissue Donation 

Awareness Fund for education and outreach and the development of other 

regional or statewide initiatives to promote organ donation. 
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Ms. Fleck noted that the work group had discussed this policy before but asked if there was 

anything that should be changed about this policy.   

 Mr. Alexander discussed some of the background of the Organ and Tissue Awareness 

Fund stating that the money in the fund had accumulated for about 10 years and then was put 

into the general fund.  He stated that the money in the fund was donated for a specific cause 

and now is in the state’s general fund where a budget must be submitted yearly.  Mr. Alexander 

stated that it is his guess that a lot more was put into the fund than is allocated back toward 

increasing donations in Maryland.  He suggested that perhaps some of these funds could go 

towards education about donations.  Mr. Steffen gave the work group a brief overview of lapsing 

and non-lapsing funds and noted that we will look into this particular fund.  He stated that there 

should be transparency about how much is in the fund.   

 Ms. Fleck asked the group if there was anything anyone wanted to add but there were no 

comments.  She then stated that there were several standards where we try to implement that 

policy such as in the Need Standard on page 27 which she read to the group:   

Project Review Standards  

(1) Need   An applicant shall demonstrate that a new or relocated organ 

transplant center is needed. Closure of an existing service, in and of itself, is not 

sufficient to demonstrate the need to establish a new organ transplant center. An 

applicant shall address: (a) The ability of the general hospital to increase the supply 

or use of donor organs for patients served in Maryland through technology 

innovations, living donation initiatives, and other efforts.  

Another standard that addresses supply and use of donor organs is found in the 

regulations under the Comparative Review on pages 32 and 33 which Ms. Fleck also read 

to the work group members: 

(8) Comparative Reviews   In a comparative review of applications to 

establish a transplant service for the same type of organ in which all applicants 

have met all policies and standards, the Commission will give preference to the 

applicant that: Draft COMAR 10.24.15: State Health Plan for Facilities Services: 

Organ Transplant Services 33  

(a) Has established effective community education and outreach programs 

that focus on prevention, early detection, and treatment of diseases and conditions 

that may lead to end-stage organ disease, such as diabetes, coronary artery 
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disease, alcohol and substance abuse, and hypertension, with particular outreach to 

minority and indigent patients in the hospital’s regional service area; and  

(b) That is most likely to establish a proposed organ transplant service that 

will reach minority and indigent patients, as demonstrated by: (i) The applicant's 

record of serving minority and indigent patients; and (ii) The applicant's record of 

establishing programs for outreach to the minority and indigent populations; and  

  Ms. Fleck again asked the group if there was anything that should be added to 

this, to which the reply was “no”.  Mr. Alexander noted that there is no way to quantify 

this in the current data.    

 

Docketing Rules 

 (1:01:30) Ms. Fleck noted that the docketing rules changed slightly from the last work 

group meeting.  She read the docketing rules and described the changes to the work group:   

.04 Certificate of Need Docketing Rules  

A. The Commission shall only docket an application to establish 

a new organ transplant service if all existing non-federal organ 

transplant programs of the same organ type in the health 

planning region have been in operation and achieving at least 

the applicable annual threshold case volume on average for the 

three years prior to the filing of the application, except that the 

following shall not be included in such a determination:  

 (1) An organ transplant service in the health planning 

region that has been designated by the Organ Transplant and 

Procurement Network as a member not in good standing; or  

 (2) An organ transplant service located outside of 

Maryland but within the health planning region fails to meet 

and maintain minimum volume requirements that would apply 

to a similarly situated organ transplant service in Maryland 

such that the service for the same type of organ would be 

considered for closure by the Commission if it were located in 

Maryland.  

B. The Commission may docket an application to establish a 

new organ transplant service in Maryland if a CON process to 
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establish the same type of organ transplant service has been 

initiated or completed outside of Maryland but within the 

health planning region, if a letter of intent to establish a 

transplant service in the planning region has been filed with the 

Commission prior to the completion of the CON process outside 

of Maryland. 

 Ms. Fleck stated that with these docketing rules, if a program is of poor quality, or a new 

program does not achieve the expected minimum volume perhaps we should consider new 

programs.  Although we can’t shut down programs in other states, if they are not achieving 

minimum volume, we can consider new programs. We don’t want to shut out new programs 

that may be better quality programs.   In addition, we don’t want to deny a program going 

through the CON process just because another state may be faster with this process than 

Maryland.   

 

 Ms. Fleck noted that the Commission was specifically concerned about the threshold 

volume standards.  A few members of the Commission expressed concern that new programs 

would potentially be shut out even though greater competition may be beneficial in spurring 

innovation and motivating existing programs to do better.  Ms. Fleck also noted that Johns 

Hopkins Medicine expressed concern in its informal comments on the regulations that a 

program could maintain a volume of transplant cases above the minimum standard, but below 

the threshold standard and shut out the potential for a new program to be considered.  Ms. 

Fleck noted that MHCC staff partly addressed the concern by changing the annual threshold 

standards to three-year average threshold standards.  This approach reduces the probability that 

short-term fluctuations in transplant volume will result in shutting out an application for a new 

program.   

 Ms. Weiland commented that the work group had a lot of discussion about the docketing 

rules.  She noted that the number of existing programs is relevant and that perhaps the reason a 

program cannot expand is because of the number of available organs.  Dr. Klassen asked if the 

case volume thresholds are designed to be standards by which other programs will be able to 

apply or to shut down programs that are not performing well.  Ms. Fleck replied that the 

standards determine if MHCC should consider approving a new program.  She asked for 

feedback on the factors that are relevant to deciding what the threshold volume standards 

should be, and she mentioned examples of factors that may be relevant such as cost efficiency, 

skill of the surgeons, risk aversion, and quality of the program.   Ms. Fleck stated that she 

wanted additional feedback on the basis for the threshold standards.  She noted that the work 

group had previously discussed the threshold standards and recommended keeping the current 
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standards.  However, the work group had difficulty explaining why the standards should be 

maintained.  She noted that both existing kidney transplant programs in Maryland are 

performing over 200 kidney transplants annually, but the work group was reluctant to increase 

the existing threshold standard of 50 for kidney programs.  Dr. Donovan said that part of the 

problem is that starting a new program is more difficult than expanding an existing program 

where you already have an infrastructure such as surgeons, nursing, and follow-up care.  She 

noted that expanding an existing program is less expensive than adding a new program.   

 Commissioner O’Grady replied that when thinking about who would want to start a new 

program, it may be a program that is already established in another state.  He noted that you 

need to strike the right balance and avoid putting up unnecessary barriers.  He then asked for an 

explanation of the threshold volume standard for kidneys (50 transplants annually).  He asked if 

there were quality studies that showed that programs that performed under 50 procedures had 

worse outcomes or whether the standard just reflects the best judgement of the work group.  

Dr. Klassen replied that he was not sure of the source for the kidney threshold standard.  He 

noted that from an UNOS perspective, 50 kidney transplants annually would be a medium size 

program.  He also stated that pediatric programs may be very different since many are 

embedded in adult programs.  Ms. Fleck said that the MHCC looked at the average number of 

cases for pediatric programs and asked the group if there was an alternative number that 

someone wanted to suggest for the threshold volume of pediatric kidney programs.   

 A discussion about the thresholds for heart programs followed with Ms. Weiland stating 

that CMS requirements for accrediting heart programs was 12 cases.  Ms. Fleck then referred 

the group to table 2 (below), found on page 26 of the draft proposed regulations.  As shown in 

Table 2, the annual threshold volume requirement for heart programs in Maryland is set at 20.  

Commissioner O’Grady then asked the work group if we are asking outsiders to meet a standard 

that is not met inside Maryland.  He wanted to know if the group wanted to consider lowering 

the threshold volume requirement. 

Table 2: Annual Threshold Case Volume Requirements by Type of Organ 

Type of Organ Annual Threshold 

 Volume Requirement 

Kidney 

     Adult   

     Pediatric 

 

50 

10 

Liver 20 

Pancreas /Heart Lung No requirement 

Heart 20 

Lung 20 
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Hematopoietic Stem Cell:  

     Autologous  

     Allogeneic 

 

10 

40 

Intestine/Small Bowel, Islet Cells, 

Hepatocytes. 

No requirement 

Vascular Composite Allograft No requirement 

 

 Ms. Fleck commented that programs below the threshold standard are not penalized; it 

may be an indication that a program needs to grow.  Ms. Weiland agreed, and stated that 

already existing programs could expand if the programs had the available organs to do so.  She 

noted that insurance companies also have minimum requirements as far as volume and 

outcomes.  Commissioner O’Grady discussed ESRD and Medicare coverage, and Ms. Weiland 

noted that individuals with ESRD are not eligible for Medicare immediately.   

Ms. Fleck asked whether the threshold volume standards in the docketing rules are 

appropriate or if they are a barrier to considering an application for a new program.  Ms. 

Weiland reminded the group that it is a huge cost to establish a new program.  She noted that it 

may be more cost effective for an existing program of good quality to expand.  Ms. Fleck agreed.  

She also noted that, at she explained to the Commission at the July 2016 meeting, the docketing 

rules prevent potential unnecessary work on the part of potential CON applicants and MHCC 

staff.   

Ms. Fleck then took a few minutes to discuss the docketing rationale with the work group 

with respect to the organ transplant regions for Maryland.  She talked briefly about the number 

of transplant cases in each region per year.  Mr. Alexander explained that one third of 

Maryland’s population is being served by a program that is not local based.  He said that if a 

transplant program was trying to establish itself in Montgomery or Prince George’s County, 

those organs would be coming from the Washington-based program.  Mr. Alexander again 

reinforced the fact that volume can vary from year to year.  Ms. Fleck asked if there were any 

other concerns with the docketing rules.  Ms. Ohler suggested that the heading in Table 2, 

“Annual Threshold Volume Requirement,” should be changed to refer to the three-year average 

volume requirement that covers a rolling 36 month period.  She agreed with Mr. Alexander 

about year-to-year fluctuations for transplant volume.   

Ms. Fleck again asked for feedback on the docketing rules.  She asked if there were 

concerns about the potential impact of the docketing rules on the number of programs or the 

ability of people access an organ transplant.  No members voiced concerns about the docketing 

rules.  Ms. Weiland noted that in the docketing rules volume is just one factor among several 

factors for program entry.  Others factors include the availability of organs and the import and 
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export of organs.  She noted that the group had discussed docketing in depth in at previous 

meetings, and she believes the consensus was that the rules are fine.   

Threshold Volume Standards 

 Ms. Fleck next proposed again considering the threshold volume standard for kidneys.  

She explained that the standard has historically been 50 cases in the SHP chapter for organ 

transplant services.  She also noted that the work group had previously favored keeping the 

threshold volume standard at 50, even though there was not a specific basis for this number.   

Ms. Fleck asked what factors should drive setting the threshold volume standards.  Ms. Weiland 

replied that the thing you want to be concerned about is that a program does not drop its 

volume dramatically because volume, cost, and outcomes are all related.  She commented that 

since Maryland has robust programs, she would not expect another program is needed.  She also 

stated that the bar is being set low.  Ms. Fleck responded that the concern raised is that 50 cases 

is too high a standard for kidneys and may be shutting out a new program.  

 A discussion ensued about the differences in programs that struggle from year-to-year 

because they are just starting out or because there is a fixed organ pool, versus programs where 

the volume drops because of poor performance.  Ms. Fleck said that MHCC does not want to 

shut out competition in the latter case.  Commissioner O’Grady asked if we are keeping new 

entrants out artificially.  Ms. Fleck stated that sometimes we just want to identify problems and 

give programs a chance to improve and meet quality standards.  Dr. Klassen agreed and stated 

that sometimes a program can struggle for three years.  Sometimes when a program is 

struggling, the program drops back its volume and becomes more conservative.  However, he 

noted that if the struggling persists, perhaps there should be competition.  Commissioner 

O’Grady said that he would feel more comfortable if there was an evidence-based study that 

supported volume levels rather than using historical numbers.  He added that he was concerned 

about shutting out new program to the detriment of patients.  Ms. Fleck asked whether it was 

useful to consider the volume at which a program might become more risk adverse in setting the 

threshold standards.  Ms. Weiland noted that it is anecdotal, and initially new programs want to 

be conservative; it is hard to look only at numbers.  Dr. Klassen agreed, and he said that the 

relationship between volume and risk aversion is not very strong.  He commented that now that 

he understood better how the threshold standards are used, 50 seemed reasonable for kidneys 

and expressed uncertainty about the standards for hearts and lungs.  Ben Steffen noted that we 

do not really have a clear definition of small programs for certain organs, like hearts, which 

makes it difficult to come up with other numbers.   

 Commissioner O’Grady asked if it is important to have thresholds for the regulatory 

structure, to provide protection for existing programs, or whether the thresholds are just 

hurdles for new programs.  Ms. Fleck stated that the thresholds give people some guidance that 
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is helpful, but the Commission asked the work group to consider the issue again.  She asked for 

feedback on the issue.  Mr. Steffen said that some clarity on docketing is helpful for applicants, 

but maybe we need flexibility.  He noted that we do not have a lot of evidence on volume and 

quality to use, and historically we did not have quality information to rely on, so the focus was 

on volume.   

 The group then debated the issue raised by Commissioner O’Grady and the thresholds 

that were selected for various organs.  It was noted that some of the small programs do very 

well.  Ms. Ohler stated that she understood that MHCC wants to have a specific number or 

benchmark, but for organ transplants, it’s difficult to pick a specific number.  She suggested that 

there should be a percentage involved when determining thresholds.  She said she thought the 

number for heart transplants was on the high side.  Ms. Quintilian wanted to know why the 

threshold for hearts was set at 20 when the minimum was set at 12.  Ms. Fleck did not know the 

historic rationale for that decision.  Ms. Weiland said that looking at the outcome data, some 

small programs do well, and some of the larger programs may have poor patient outcomes.  She 

suggested considering thresholds along with outcomes rather than just looking at a threshold 

number.  Ms. Fleck responded that both are considered, but quality is only a factor when it is an 

exceptional concern.  Commissioner O’Grady said that it appears that thresholds are used as a 

proxy for quality since there was not a lot of good quality data.  He asked whether there should 

be more quality measures for new entrants. 

 Paul Parker then described his understanding of the historical background for the current 

regulations.  Mr. Parker said that the existing SHP chapter has been in place since 2002 and that 

the thresholds were in place prior to 2002.  A technical advisory committee made 

recommendations on the threshold volume standards.  As he understands it, the technical 

advisory committee first considered minimum volume standards and relied heavily on CMS 

volume standards.  Mr. Parker explained that the threshold volume standards are used to 

evaluate the impact of a proposed new program in the existing State Health Plan (SHP) chapter, 

and the draft proposed SHP chapter incorporates the threshold volume standards into the 

docketing rules.  Originally, the thought was that if existing programs do not meet the threshold 

standard, and we still introduce new programs, we will probably start dropping to minimum 

numbers.  He noted that the draft proposed SHP chapter provides more opportunity for a new 

program to be considered than the current SHP chapter.  He noted that the draft proposed SHP 

chapter eliminates demand projections for organ transplant volume as well as the requirement 

for a transplant program to be affiliated with a teaching hospital.  Mr. Parker said that the draft 

proposed SHP chapter eliminates some of the barriers for considering new programs.  He also 

noted that the thresholds are not that high, given the volumes for existing programs.  

 Commissioner O’Grady then gave a brief presentation to the work group that highlighted 

the waiting lists in Maryland for the period from calendar year 2000 to 2015.  He noted that the 
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size of the waiting list compared to the number of transplants is growing larger.  There is a 

greater percentage of people on the waiting list.  Commissioner O’Grady noted that for kidneys, 

for example, part of that is due to factors such as the obesity epidemic and the increase in Type 

II diabetes.  He then discussed the same trend for other organs and stated that we still have a 

growing gap in the waiting list and the number of transplants being performed.   

 Following Commissioner O’Grady’s presentation, Ms. Fleck thanked the work group 

members for their participation and noted that the MHCC would refer back to the Commission 

at the meeting on September 20, 2016.  She said that she would keep everyone posted the 

process going forward.  One member asked if the work group would be convened again.  Ms. 

Fleck responded that she did not anticipate another meeting. Mr. Parker informed the group 

that MHCC staff brought draft proposed regulations to the Commission for consideration at the 

July Commission meeting, but the Commission did not vote on the draft proposed regulations.  

He explained that if the Commission approves proposed regulations, there will be a formal 

comment period, and everyone is welcome to comment.  The Commission would consider those 

comments before a second vote on final regulations.  Mr. Steffen explained that if substantive 

changes are made after regulations have been proposed, then the Commission must again 

consider the regulations, and there would again be a formal 30-day comment period.  The 

meeting was adjourned at approximately 12:15 pm.   

 

 


