CENTER FOR ADDICTIVE PROBLEMS

609 NORTH WELLS » CHICAGO, ILLINOIS 60610¢312-266-0404* FAX: 312-266-8169

September 29, 1999

Mr. Raymond D. Hylton, RN, MSN, MPH
Project Officer/Public Health Advisor

Center for Substance Abuse Treatment

Office of Pharmacologic & Alternative querapies
5600 Fishers Lane

Rockwall II Building, Suite 740

Rockville, MD 20857

Dear Ray,

I got the impression you endorse the humane practice of treating opioi& dependent patients which
is consistent with our philosophy. I hope my response to these proposed FDA regulations will be
heard. I work with marc Shinderman, MD at the Center For Addictive Problems and CAP of
Downers Grove. We collectively treat over 1500 patients. We have patients which travel as far as
Detroit Michigan, Wisconsin and lowa for their care at our programs.

Although [ am impressed with the vigor CSAT is attempting to find solutions in upgrading the
treatment programs across the country [ am afraid many of the providers that maintain moralistic
attitudcs and promotc qucstionablc proccdurcs will find a way to become aceredited. Good
intentions do not always translate to good outcomes! Has anyone at CSAT thought about going
to the patients or actively using heroin addicts themselves? They are the current/future
consumers who will benefit by your agency’s direction. You can find them on the NAMA website.

| enjoyed our brief conversations and look forward to seeing you at future events. I have asked

Mike Bacon to submit my response to these FDA proposed rules which accompanies this letter in
the public record.

Terry Bering, Program Director

cc: Mike Bacon, MS Project Officer CSAT
Sharon Dow, MS Project Director JCAHO
Richard Weisskopf, Manager, Methadone treatment Services IDHS
Cynthia Hope Bolger, RPH Consultant Pharmacist



CENTER FOR ADDICTIVE PROBLEMS

609 NORTH WELLS * CHICAGO, ILLINOIS 60610°312-266-0404* FAX: 312-266-8169

September 29, 1999

To: Notice of Proposed Rule Making
Fr: Terry Bering, Program Director

Re: Proposed Food and Drugs Administration, F.D.A. Regulations
Reviewing Agency: Substance Abuse and Mental Health Services Administration,
SAMHSA

Overview:

Upon reviewing the FDA regulations it is clear that there are a number of issues that all
individual programs, associations, physicians and program administrators can comment on which
relate to the proposed FDA rules and accreditation. The proposed rules from SAMHSA and
their implementation seems to hinge on the fact that an accreditation model (overseen })y Joint
Commission Association on Accreditation of Healthcare Organizations (JCAHO) or
Commission on Accreditation of Rehabilitation Facilities (CARF)), will be a reality sometime
within the next three years for all currently licensed programs. The proposal discusses the
estimated costs for each clinic and the cost differential between FDA 1icensing and projecte(l
accreditation fees. Costs for even a small clinic could run as high as $3-5000.00 per site visit.
Site visits are scheduled to occur once during a three year Cycle. This cost does not include the
prol)ationary approval for one year cluring the initial accreditation phase. The annual cost
differential between FDA licensing, ($3.9 million) vs some form of accreditation ($8.3 million
annuaﬂy) is significant for the government or the combined treatment providers who must assume
these costs. Regarcﬂess of whether a licensing or an accreditation ]:)ody is involved, each
Methadone Treatment Provider (MTP) must be thoughtful of their individual budgets.

Secondly, the proposal suggests that using an accreditation model will upgrade the quality of
services for MTP’s. Their own conclusion of the current methadone treatment community reads
“Improvements in outcomes after methadone treatment are almost always equal to or greater than
improvements seen in treatments for other chronic relapsing disorders. Studies of methadone
maintenance programs routinely show reductions of 80 % or more in heroin use in several

months with even greater reductions for patients who remain in treatment for one year’.



Acredilation:

Some credit must be given to methadone itself, on its own pharmacological benefits, versus a
program’s stance that patients return to the program for the vocational or tauzing therapies.

We should question the 1ogic of Center For Substance Abuse Treatment, CSAT, mandating
accreditation for each program. Will accreditation for MTP’s result in better outcomes? How
better Lo measure outcomes than lay the reduction or cessation of heroin usage and the retention
of patients in treatment.

There are programs that discourage adequate closage levels and carry medication privileges for
their patients. An effort should be undertaken to investigate what fun(ling arms are in place from
the regulatory bodies which encourage such practices in lieu of the decades of methadone
treatment research.

The proposal discussed the current burden of paperworle now associated with FDA 1icensing
requirements. Accreditation, according to the FDA proposal, would eliminate paperworlz ]:)y one
third over a three year cycle. What paperworlz are Lhey re&ucing? Treatment plan reviews and
FDA exceptions will not reduce paperwork by one third. Again, state regulatory agencies must
relinquish regulatory control Lo the assigned accreditation organizations if SAMSHA’s

assessment Of I‘GCI.UCG& paperworlz can })e realized.

Mandated detox schedules:

The patient Admission Criteria is still ambiguous in the proposal.

1) They require a patient to be opioid dependent for one year. This rule should be discretionary
based upon the M.D’s evaluation. Addiction is a metabolic discase. Patients deserve access to
methadone maintenance treatment for this medical condition. Providing time restrictions for
addicts to become eligi})lc for methadone maintenance reflects naivele from those experts who
have proposed the rule. Patients admitted to treatment with less than a one year history of
&ependence need to be stabilized on a methadone closage which will extinguis}l the compulsion to
use illicit drugs. These patients rarely have an opportunity to stabilize during a six month detox
schedule. There is no time for a 30 day detox patient to stabilize. These palients are at a higher
risk for infectious diseases. They are younger, immature addicts who feel impervious to Human
Immunodeficiency Virus (HIV) and Hepatitis C (HCV) disease. Younger addicts, like their elder
counterparts, responcl Eavorably to adequate (losages of methadone regardless of their participation

in other program services.

2) The proposal recommends a two clay versus seven day wait before failed detox patients can be
readmitted for a second detox schedule. We recommend the FDA abandon the short term detox
schedule entirely for out-patient methadone treatment. This detox schedule is meclically unsound
and places the patient at risk for infectious diseases and impulsive drug seelzing behavior not only
d,uring the two (lay waiting periocl but throughout the entire detox schedule. During this
withdrawal period patients have never demonstrated the ability to stabilize on the medication or
make meaningful changes in their lives that support an illicit drug free hfestyle. Conversely,
patients drop out after rcalizing they will never be able to normalize cluring this crucial period of



their treatment and life. This rule is cieariy outdated and serves oniy to expose patients to
reci(iivism, infectious ciiseases, criminality and an absence of medicaiiy available support from

programs mandated to reduce their medication.

Recording’ Medication dosag’es above 100 mg: in the Patient’s Medical Chart:

3) The proposai still requires an MD cxpianation in the patient’s medical file justifying doses
above 100 mg. Eariy research from Dole and Nyswan(icr revealed that for most patients doses of
80 mg - 120 mg would be requireci to eliminate the addict’s craving for narcotics. Suiasequent to
this researcil, the MTP’s have routineiy worked with palients who need iiigiler (iosages than this
range. MTP’s have been a gateway for patients with HIV disease, Hepatitis C and pain
management proi)iems to receive iiigiier (iosages which have iiistoricaiiy provicieci a therapeutic
bencfit for many dual (iiagnosis patients. The overall gra(ie of heroin on the street is at a much
iiigiler quaiity over the past few years as well.

Requiring programs to justify a patient’s dose in the medical chart is a simpie review process for
iznowiedgeai:)ie programs; however, it acts as a barrier for less sopiiisticate(i programs. Asa result
pilysicians may second guess their medical jucigement and (ieny patients an aciequate dose of
medication. 100 mg is an ari)iLrary number at best. The proposeci rule reflects a (iisregar(i of the
summation of medical research in this field for the past three decades. We support the

elimination of this rule.

Carry Medication privileges:
The proposai’s review of the three options concerning take home medications is iiopeiui. Option |
is the same as our current rules and seems to be supported by the DEA. Option 11 is

cumbersome; it describes sctling maximum amounts of methadone and LAAM (in grams?).

Far and away, Option II will give programs the best opportunity to provide carry medication
priviieges based on the patient’s progress in treatment.

This rule may need modification related to the manner in which patients earn eiigii)iiity for carry
medication priviieges. Experience assessing patients for reduced clinic visits dictates gra(iuaiiy
reciucing visits over a periO(i of time, which again should be ciiscretionary based upon the
program'’s evalualion process. Option II does not mention the method of moving patients from a
one time per week piciz up schedule to a montiiiy piciz up schedule. We have found this schedule,
one time per week piciz up scheciuie, to be particuiariy i'ieipiui for many eiigii)ie patients. One
time weeiziy clinic visils serve as a necessary step for paticnts who demonstrate responsii)iiity with

carry medication to reduce clinic visits further.

Al month - 1 carry bottle permitte(i
B) In the 2" month- 2, carry doses each visit (this would mean a 3 x weekly p/u for our patients
unless we i)edgin full service on Sundays).

C) In the 3 month- 2 x wee]e/y p/u
D) In the remainder of the 1** year (After 90 days) - 3 carry doses cach visit (same as B)

There are two versions of Option 11 pertaining to carry medication privileges after one and two



years:
After the 17 year- a) up to 31 doses per month
in) up to 14 doses per month
After 2 years- up Lo 31 doses per month ( this seems to be a more realistic time frame for this

cxpen(iiture of (ioses)

Methadone Treatment Providers’ Program Policies:

Programs that decide to limit carry doses for their patients may do so without imposing
unreasonable restrictions on programs that advocate more freedom for their responsii)ie patients.
Reducing clinic visits, like physicians’ titrating daily medication dosages for patients, requires the
clinician to be cognizanl ol the patient’s ai)iiity to manage carry medication. The clinician
evaluates the patients’ ai)iiity to handle carry medication incrementaiiy, one carry i)ottie, then two
per week, etc.

This proccciure involves a review process that will include the authorization of the medical and
program director while also inciu(iing the participation of the counselor and the patient. Most
programs have systems in piace which incorporate these methods for rcciucing a patient’s clinic
visits. We would authorize the patient enougi'i carry medication to have them return to the clinic
within the month on a speciiie(i <iay to allow the medical director to renew the patient’s
prescription for the sui)sequent month. Patients would he requireci to meet individual program
mandates such as a montiiiy visit with the counselor, M.D. visits, and provi(iing urine sampies.
Participation in elective events such as education or group tiierapy should be discretionary based
on the clinic’s piliiosopiiy and poiicies.

It must be remembered that patients eiigii)ie for this schedule are trusted patients who adhere to
the program rules and benefit from a reduced schedule. This would allow for a manclatory, albeit
brief meeting with the counselor and piiysician in most cases.

State Monitoring

[t is again an assumption that each state agency will allow compliance to the regulations to be
monitored ioy the accreditation i)ociies, JCAHO or CARF. There are questions whether our state
reguiatory agency in Ilinois or other state agencies will allow accreditation associations to
independently monitor programs. The state monitoring agency in Illinois, Department of Human
Services (DHS), (iiscourages patients to be (iuaiiy enrolled in programs. Programs enroll patients
into treatment using the patient’s social security number (SS#). DHS maintains a data base of
activeiy enrolled patients and informs each program of any (iupiication in SS#’s that migiit exist
invoiving each program. The program’s medication iogs are genera’ted i)y the state after the
patient is assigncci to the program

When patients receive an a(iequate daily medication dose, the concept of double programing
becomes archaic. Historicaiiy, when patients were discovered cioui)ie—programing, it has been
determined that the patient was grossiy under-medicated at cach program. Once we instituted
ciosages based on the patient’s nee(i, the patient exposure to this practice was entireiy eliminated.

The patients, in iact, became very compiiant in treatment.



Proposed Simultaneous Fnrollment in two Programs:

Regarding the proposed FDA regulations that relate to a patient’s enrollment in two programs at
one lime: The proposal states in one section that programs must ensure that patients are not
enrolled in two programs at any one given time. In another section of the proposal it states that a
patient can be enrolled in two programs at one time under exccptional circumstances jusLifying
this dual enrollment. The proposal suggesting that a patient be allowed to enroll in two programs
under exceptional circumstances is not sound. Having a patient simultaneously enrolled in two
programs complicatcs the patient’s care for everyone involved. The patient would be su]ojectecl to
the redundancy of each program’s rules. Additionaﬂy, the patient would be occupying two slots in
a moclality in which the opioid depenclcnt population are already grossly under-served. Patients
with exceptional circumstances would be better served })y adequate closages of methadone and the

reduction of cumbersome rcgulations.

Medication:

MTP’s may be the only out-patient modality that prepares a patient’s daily dose of medication
scheduled to be ingested later in the weelz, in a formulation not consistent with the manner in
which it was manufactured.

The proposal does not address wet or clry forms of medication. The paclzaging of dry medication
would allow patients to take the medication under conditions which are best suited to maintain
accurate potency over an extended time period. Aﬂowing programs to dispense medication
diskettes and piﬂs in dry form would allow patients to mange their medication in the same
consistent manner as they manage all other prescribed medicines in their claily life. Pre-
paclzaging dry forms of medication would also provicle some relief from the program’s labor
associated with preparing each patient’s take home &osage of methadone.

AHowing programs to (Jispense dry medication, piHs and diskettes, will present a cha“enge for
drug manufacturers Lo provide safeguards, with child—proof barriers. We support the use of

dispensing medication in its manulactured formulation.

LAAM:

Regarding LAAM: The prohibition of LAAM carry doses has always been based on fear. As we
know, LAAM has a lower potential of abuse than other narcotic agonists. Patients often
experience unpleasant side effects during the induction phase. Given a choice, most patients do
not embrace this medication to treat their opioid clependence. There is no evidence to suggest
the controls of this drug (no carry bottles with LAAM) was ever medically justified. Indeed, the
DEA exercised its law enforcement authority to severely restrict the utility of this drug.

In the past the DEA was concerned about the overdose potential of this drug. Physicians could
use a combination of short (Narcan) and long acting narcotic antagonists (naltrexone
hyclroclnroride or })uprenorphine) to counter the 1onger acting effects of the LAAM in the event of
an emergency room admission for overdose.

We support the ability for patients to receive LAAM carry medication. Some patients do not
choose LAAM as their medication based on the regulatory restrictions associated with this drug.

In the future other opiate agonists or combination agonist/antagonist drugs may be introduced to



the milieu. Clinics will not get a clear picture of the eificacy of the new opiate substitute drugs if

restrictions are uncveniy impose(i in the dispensing for the (irug.

Diversion

There is a great deal of empiiasis on medication diversion with the propose(i rules. The DEA
stated ‘that to relax controls in cieariy identified areas which contribute to the illicit traf{icieing
would not enhance treatment, but instead would further crode pu}aiic confidence in treatment and
expand traffic and abuse of methadone.” This belief is prejudicial and is not supported by over 30
years of methadone maintenance experience.

The DEA cited in their 1995 Methadone Diversion report examples where armed robberies of
methadone (ieiivery trucks occurred. Armed robberies of piiarmacies and (ieiivery trucks do occur.
Everyone abhors these criminal actions. Should the DEA mandate a reduction of pharmacies
which serve the pui)iic in order to reduce the number of targets for criminals?

Regarding carry medication diversion l)y individual patients, program staff should be prepare(i to
discuss methadone diversion openiy with their patients, have [orms for them to sign and have
consequences corresponding to any improper action with carry medication. Clinics should have a
firm community poiicy that cliscourages diversion. Community issues, inciu(iing issues of
diversion prevention, should be discussed in staff meetings and subcommittees.

All programs need to address the diversion issue because it uitimateiy impacts the community of
each program. The issue of diversion was prominentiy mentioned in this proposai. From a
historical perspective, re(iucing or eliminating methadone diversion has aiways piayeci a prominent
role in the rules. The fear of methadone diversion has promoteci an environment of excessive
restrictions for our patients and ir,)rougi'it a uniquencss to the manner in which we are requireci to
(iispense methadone. Programs are generaiiy able to recognize diversion and address this proi)lem
when it presents itself. The attention this issue receives overshadows the complex medical and
psyciiiatric proi)iems programs must respon(i to each day in order to work eiiectiveiy with its
patients.

The concept of proviciing wet or iiqui(i medication to (iiscourage diversion is wishful tilinizing. An
individual who is a criminal will act like a criminai, regar(iiess of whether methadone is in wet or
ciry form. Addiction is a ciisease, not a criminal behavior. Patients given sufficient dosages of
methadone will act responsii)iy with carry medication, regardiess of its form.

The fear of methadone diversion has never been realized i)y those entities that support iayers of
eguiations which limit a patient’s carry medication and u]timatciy their freedom. Isolated
exampies of carry medication diversion have occurred within the addicted community itself.
Methadone carry bottle diversion is (iirectiy related to ina(iequate methadone ciosagcs for those
patients in treatmenl. Another contrii)uting factor related to methadone diversion is insufficient
trcatment opportunities for those individuals unable to access treatment. A(iciitionaliy, there is a
subculture of addicts who know how to access treatment bul who choose to remain in the
peripiiery of methadone treatment. These opiate (iepen(ient individuals are the source of
methadone diversion, if and when diversion exists. Addicts may not be able to afford private
treatment or ti'iey may be unable to tolerate months of waiting lists associated with many



underfunded clinics.

Urinalysis:

The proposai for urinalysis screening is inconsistent. Eigiit mandatory urine screens is a
sufficient number of tests for patients new in trealment who are unstable ciuring the induction
stage. These patients need increased urine monitoring as their (irug usage is still an issue and
ti'ley have not reached an adequate (iosage level.

The utiiity of urinalysis testing diminishes over time for a(iequateiy dosed patients with ionger
treatment histories. Paticnts become anxious to provi(ie urine specimens in a timeiy manner so as
not to a(iverseiy affect their once weeiaiy carry schedules. More importantly, the value of clinical
relationships with the proiessionai staff increases for these patients, maizing man(iatory urinalysis
testing less necessary. For those a(iequateiy dosed patients who are stable on their dosages,
quarteriy urinaiysis testing is sufficient, regar(iiess of the number of clinic visits each month.

Initial and periodic assessment services:
The proposai eliminates the process for utiiizing a piiysician's involvement in non medically
related services. Treatment pians can be reviewed periodicaiiy based on the program’s poiicy, i:)y

credentialed staff and later reviewed i)y the clinic’s supervising personnei.

Elimination of Forms FDA 2633 & 2635

The climination of the responsiiaiiity statement for usc of narcotic (irugs in a treatment program
and the consent to methadone form is iong overdue. The use of these forms has been an exercise
for a program's compiiance to the rules with little attention to the meaning of each form itself.
Piiysicians recognize their responsii)iiities to the patient and information stated in the methadone
consent has yiei(ieci a limited insigi'lt into methadone for patients who are i)eing prescri]:)cci
methadone for the first or 101" time.

Interim treatment:

There is no evidence of any state in the country aiiowing interim methadone maintenance. In the
past, our state methadone association has proiiii)ite(i interim maintcnance based on the
recommendations of the American Methadone Trealment Association. Programs should be free
from these restrictions and be allowed to provi(ie interim maintenance to addicts awaiting
treatment slots in funded programs. This may be an unpopuiar action Consi(iering that funded
programs usuaiiy have waiting iists, and money for these Interim maintenance slots would be
consi(ierai)iy less than dollars targeteci for traditional methadone maintenance treatment patients..

The rules for interim maintenance are: 120 day limit to care.
no assigned counselor / no clinic services
initial w/a + 2 u/a’s within 120 (iays
no carry bottles (Sun(iays?)



State and FDA regulatory authority:

It is our un(ierstancling that each state must decide whether to continue its monitoring
responsibilities with methadone programs or reiinquisii control to the accreditation bodies,
JACHO or CARF. Regardless of the competence or understanding of each program’s state
monitoring agency, the MTP will aiways be affected i)y the poiitics of its community. State
agencies have the authority to deveiop iayers of rules which are more stringent than the FDA
reguiations. Rules are unique to that state and may have no compeiiing rationale as to wily they
exist. State rules do not reflect the work of rigorous clinical trials over a perioci of time.

In the event programs must be accredited and the FDA and state agency reguiations remain the
same, it will provicie more re(iun(iancy in reguiations than what currentiy exists for methadone

programs. A(iciitionaiiy, the programs must assume the costs of accreditation.

Finally, after attending JCAHO training this past week-end in Qak Brook, Il, which was
presentc& iay very competent trainers, it is questionai:)ie whether the accreditation process will solve
the real proi)icm that exists in many treatment settings. This includes poor ciosing practices i)y
irigiiteneci or moralistic piiysicians. This is usuaiiy accompanie(i i)y mandated counseiing and
punitive attitudes i)y staff brow ioeating the patients into accepting lower c],osages. Many of these
patienls are dual diagnosis and/or mcciicaiiy compromise&. Tiley requirc humane treatment and
a(iequate ciosages from program staff and un(ierstanciing when it comes to receiving carry

medication priviieges.

Many of our current patients come from accredited programs which embrace doses limitations,
punitive consequences when the patient reiapses due to methadone (iosage restrictions, and
rigorous urine moniloring techniques which dehumanizes the patient. Ol course these patients

do not have carry medication priviiegcs due to positive heroin urine results.
Tiley apparcntiy demonstrate good patient outcomes, however.
This concludes my response to the FDA propose(i rules.

S incereiy,

.
-
i

; - { - ,,:»( Caal ey
Terry Bering, Prdgram Direu(or
Center for Addictive Problems
CAP of Downers Grove



