Legal Work Group (LWG)

October 02, 2012 Meeting Minutes

In attendance:
	· Shaun Alfreds – HIN (by phone)

· Tom Bradley – Attorney General’s Office (by phone)

· Ryan Bretschneider – OSC / HIT

· Dawn Gallagher – OSC / HIT (by phone)

· Paul Gauvreau –Attorney General’s Office

· Andy MacLean – Maine Medical Assoc. (by phone)
	· Alysia Melnick – Maine Civil Liberties Union

· Sandy Parker – Maine Hospital Association (by phone)

· Jason Tankel – Eastern Maine Healthcare Systems (by phone)

· Kristian Terison – OSC / HIT


Dawn – Intro/focus on developing list

· See agenda for 10-02-2012

Tom B – “significant” public funding
· What does “significant” mean?

· Could be difficult to define

· Is that duplicative of public-private partnership?

· In other words, does public/private partnership entail funding?

· Dawn – if your entity has received [x] public funding, what does that mean for a competitor who wants to enter the SDHIE market?

· Shaun – wouldn’t receipt of “significant” public funding preclude entities that hadn’t received such funding?

· Focus more on SDHIE policy & procedures for identifying differences between SDHIE and ACO or enterprise HIE rather than focusing strictly on financing
· Dawn – objective was to exclude enterprise HIEs from being classed as SDHIEs
· Tom B – helpful to have negative and affirmative characteristics (i.e. SDHIE is or is not…); then have a process for the state to choose amongst eligible entities
Shaun – LD 1337 was enacted to define the attributes of an SDHIE

· Dawn – review of LD 1337, sec 3, 18

· (C): Aren’t necessarily characteristics of SDHIE, but obligations of those accessing & contributing to SDHIE

· Shaun – still incumbent on SDHIE to provide form/mechanism for providers to meet 1337 obligations

· Dawn – If a provider doesn’t comply, would an SDHIE have enforcement power?

· Paul G – aggrieved would probably file complaint with AG’s office or pursue private right of action

· (D): So SDHIE does not have enforcement powers over a practitioner?

· Tom B. – no, only if there was a contract obligation

· LWG: agreed. No enforcement capacity

· (E),(F): statute requires practitioner to send notice that patient has declined participation in SDHIE within 2 days, and SDHIE must process request within 2 days
·  (G):  SDHIE must have website for patients to enroll in SDHIE and review who has accessed their PHI through the SDHIE

· (H): SDHIE must have opt-out process that doesn’t require internet access and is still effective within two days

· Shaun – currently at HIN, met by phone access

· (I): Must have mechanism for patient to correct erroneous information
· Shaun – no obligation for provider to change information patient believes is incorrect;
· Paul G – does HIN provide patient access to records?

· Shaun – No. Only who has accessed and what category of PHI has been accessed; for details, patients are sent back to originating provider
· (J): SDHIE can’ t charge patients for access to records

· (L): breach notification

· Shaun – HIN must act as a covered entity in event of breach

· Different HIPAA standards depending on severity of breach

· Dawn – what if provider breaches?

· Shaun – applies only to breach on HIN’s part

· Paul G – AG’s office has received complaints about people with role-based access snooping on neighbors’ PHI; that’s a provider breach?

· Shaun – yes; however HIN has careful auditing of access
· HIN has increased activity audits, failed login audits, and revoked ID audits

· E.g. physician who accessed a patient with the same last name’s HIN record 75 times in a week

· Turned out to be provider’s mom; was still impermissible use & provider was sanctioned

· (M): SDHIE must have quality management plan and auditing plan

· Are there any other fed. Statutes/rules defining “quality management plan” for an HIE?

· Shaun – not that Shaun is aware of; however new “plan document” has been adopted by ONC that contains audit and quality management procedures for HIN
· Dawn – what does enforcement of the quality plan look like?

· E.g. if ONC had questions about the quality plan, what would happen?

· Shaun – not sure…

· Paul G – is plan part of “meaningful use?” Is adhering to the plan necessary for receipt of federal funds?
· Shaun – yes. For state to get HIE cooperative agreement funds, plan must be updated & complied with

· Dawn – what standards must a quality plan address? Has ONC set guidance/requirements?
· Shaun – in the Program Information Notices (PIN)

· Paul G – leverage is in the withholding of funding; seems sufficient sanction for noncompliance.
· Why call in AG when there’s an expert Federal agency overseeing?

· Dawn – If part of SDHIE requires use of a quality management plan, who would take enforcement responsibility? Would ONC assume the duty?

· If ONC only reviewed plan, enforcement power would be lacking

· Tom B – currently no specific approval process for quality plan
· Shaun – there are currently contractual obligations in HIN’s cooperative agreement for HIN to meet certain standards

Shaun – be wary of setting standards/requirements so onerous that a business wouldn’t want to be an SDHIE

· Objective of defining SDHIE was to create accountability to make government, patients, and providers comfortable with dealing with SDHIE

· If an administrative burden is created for the SDHIE, must be some mechanism to support SDHIE in meeting that burden
· Tom B – good point. If burdens outweigh incentives, there will be no SDHIE

SDHIE funding - $2bn overall

· Maine got a grant; $4.4m went to HIN

· Ends in 2014

· MU funding: $50bn for provider organizations to adopt & meaningfully use EHRs

· Three stages; currently in stage 2

· Funds are being paid out by Medicare and Medicaid

· Could be maintained into the future…
· Tom B – what incentives are there for an SDHIE after 2013?

· Shaun – uncertain; HIN serves a public good;
· Kept in place through state contracts

· Other state grants

· Prescription drug monitoring program

· Paul G – so most of the money will go to providers; however, state medicare/Medicaid programs will have grants to promote ongoing use of EHRs that could then be funneled over to SDHIE?
· Dawn – yes & no; 90/10 match for incentive payments; requires CMS approved document detailing how funds will be used; can be used to build systems

· States are currently using for MMIS systems; currently Maine doesn’t involve MIMS claim system in HIT

· May be on the table for the future

· Dawn – is it the role of this group to recommend funding mechanisms?
· LWG: no.
Paul G – we want to facilitate neutral standards for exchanging PHI

· Doesn’t matter whether we have 1 or 17 SDHIEs

· Let market dictate how many SDHIEs operate

· Focus instead on ensuring safety and privacy of SDHIEs

· Tom B – we’re not going to reach that decision today; look to LD 1337

· What else is needed to define SDHIE? Beyond characteristics
· Paul G – HIEs don’t fit with existing privacy/safety models

· Statute permits only SDHIEs to distribute certain types of information. 

· Paul G –why go beyond HIPAA?

· Tom B – maybe things like “frequency of audit;” other audit requirements?

· Dawn – CMS as auditing toolkits for meaningful use

· How many audits?

· Who performs the audit?

· Currently state has mechanism for auditing for MaineCare claims…
· Scope –

· Financial?

· Security / Privacy?
· Technical?

· Shaun – financial, no problem; technical audit of users and patients require unique expertise; be mindful of administrative burden
· Medicare auditors see PHI all the time; can extant auditing methods be sufficient?
· Draw a clear line between existing capacity and what will be needed for future SDHIE requirements
Designating the SDHIE

· By contract or by administrative designation?

· Tom B – will the choice impact funding availability?

· We have one water district in certain parts of the state; one electrical utility; what about SDHIEs? What will serve stakeholders best?

· Dawn – would an SDHIE attribute be a minimum time commitment?

· i.e. SDHIE commits for a term of 3 years, 5 years?

· Dawn – what needs to be added to 1337 to define SDHIE?

· State entity that designates by rulemaking

· Sole source? RFP?

· Shaun – enforcement is missing from 1337
· Dawn – enforcement is an administrative mechanism; what if we approach from the perspective of outcomes?
· “You must have XYZ system” or “you must meet XYZ outcomes”

Shaun – how do you create an enforcement mechanism for attributes?

· Public Utilities Commission reviews applications of utility providers

· Tom B - Require audit by contract; SDHIE performs and reports to office of state coordinator

· Shaun – how it works today; power of the purse strings is compelling

· Dawn – waiver process for physically disabled adults

· MaineCare must review audit results before granting funds

· On some level, audit must be performed by outsiders; at the very least, external audit of internal audit

· Audit of the audit of the audit has been known to happen!

· To get funding now requires 3 layers of auditing; how many layers does SDHIE need?

· Tom B – state’s interest is not in only the Medicaid program; more expansive
· By engaging SDHIE, interest is not purely operating in Medicaid environment, even if Medicaid is the exclusive funding source

· Public interest in consumer usage of SDHIE

Paul G – ACOs share some attributes with HIEs

· All exchanges should be held accountable to same standards
· Shaun – NEAC partnership is working on exchanging PHI; requesting ePHI on ACO patients to develop care management tools for providers
· NEAC acts as a BA, is under contract, and are collecting ePHI; their stance is that they are acting as part (an extension?) of the TPO exception

· Dawn – ACOs are providing healthcare?

· Shaun – no; ACOs are separate entities supporting providers’ ACO activities
· MHMC is requesting ePHI from Maine General for ACO operations

· Shaun – shouldn’t ACOs be held to same standards as SDHIE?

· Tom B – is it legal to give that information to an entity that doesn’t provide healthcare?

· 1711-C provided SDHIE exception in statute

· Paul G – privacy is complicated; HIPAA is only the beginning of legal compliance
· HIN has an exception to exchange electronic health information; Paul G is concerned that current ACO arrangement raises legal questions
· Paul G - EHR exchanges involving separate entities are organized health care arrangements under HIPAA, but state law still raises questions
· Jason EMHS, Andy M – falls under treatment exception
· Andy M – if EMHS or any other hospital system is an organized healthcare arrangement under HIPAA, disclosure within the system is not a 3rd party disclosure for Maine law purposes
· On a strict interpretation, may not work;

· How do TPO requirements mesh with 1711-C(6) requirements?

· Work relatively well for being drafted by different bodies 6 years apart; still, nowhere near a “clean fit.”

· 1711-C implies that written authorization is the preferred legal authorization for release
· Clearly not the case in latest iteration of HIPAA…
· Paul G – there are discrepancies between Maine state law and federal law that raise difficult issues; common sense is that Andy must be right – must exchange info to function
· However, if you’re not an SDHIE, can you exchange information electronically outside the organization?

Dawn – refocusing; state body will do something to allow entities to apply; or sole source; or RFP to be an SDHIE
· Tom B – state certified, or state designated?

· Can certification fix ePHI conundrum?

· Dawn – would certification be necessary for an SDHIE?

· Shaun – a 3rd party would certify & accredit SDHIE entites?

· Huge responsibility for the state
· Alysia – what would state gain from certification?

· Paul G – state designated has carried a heavy burden for HIN

· State certification would be less burdensome while still ensuring HIE quality & functionality

Dawn – Is a mechanism for all these entities to report on a certain level & increase access to PHI possible?
· Is our answer that there can’t be an entity that meets all these needs?

· Leave it to the legislature to decide who will report, where they will report to; how to handle value-based purchasing?

· Punt to LD 1818?

· Tom B – many policy issues are implicated

· Does State want a single entity?

· Dawn – OUTCOME; outcome would be a framework to enable valued-based purchasing

· E.g. access to 90% of available information?

· Public payor standpoint: need Medicaid data for a complete picture & effective payment reform
· Need to establish incentive system to promote use of/participation in exchange

· Tom B – so far, single entity: HIN; has entailed significant investment

· Outcome suggestions imply desire for single entity…
· Dawn – fish or cut bait with HIN model; what do we do on the horizon?
· SDHIE as provider of last resort?

· Aggregates info

· Provides patient portal/access
· Paul G – single HIE is accident of history; over that time, healthcare landscape has changed drastically
· ACOs weren’t even contemplated

· ACOs only have in common the treatment of one patient; ACOs aren’t HIEs, are healthcare organizations; are regulated by Meaningful Use standards of federal government
· Shaun – ACO is a creation of CMS; organized healthcare entities are creating tool sets to manage risk and assuming some of the risk of treating patients
· No ACO will ever reach “statewide” status; focused on their individual organizations

· Value-Add of SDHIE is statewide component; can help ACOs manage patients across the state

· Paul G – if patient doesn’t like HIEs, can they be part of an ACO, but opt out of HIE?
· Shaun – ACOs are currently only providing tools to process information to support treatment; ACOs don’t exist to share information

· Dawn – what would it take to have all ACOs and enterprise systems report into HIN & then encrypt to meet HIPAA requirements, then provide data for value based purchasing initiative that Medicaid would want?

· Shaun – complex. ACOs would need ability to seek out information on the HIE
· Dawn – HIE is to share clinical data, not process data; what would it take to get HIE info to the point where ACOs could use it?
· Shaun – data use contracts with participating organizations must be followed; creation of data warehouse under MEHAF grant; providers can use their own data, would just require different tools; HIN can process data for ACOs under current participant agreements; also, stakeholder commitment – consumers, gov’t, payors, providers, and business on board with 2/3rds vote requirement
· Shaun - DATA warehouse will be done in JAN 2013

· Will have clinical and claims data

· MHDO requires report of matching capability & necessary rule changes for matching between MHDO and HIN before pilot data matching program can begin
· HIN is providing no data to MHDO; HIN will destroy MHDO data after pilot program

· Alysia – are MHDO pilot participants consenting?

· Shaun – only looking at raw data from a statistical matching perspective; how reliably and MHDO data be matched with HIN data; focus is on feasibility; won’t be shared.
