Lack of FDA Approval versus FDA Disapproval
Oftentimes laypersons confuse lack of FDA approval with FDA disapproval.  Lack of approval means the drug has not been studied under randomized double-blind control conditions to demonstrate both safety and efficacy for the targeted population.  Disapproval means the drug may not be used in this country.  
Many pharmaceutical products, including most herbs and nutritional supplements, are in the unapproved category – neither approved nor disapproved.  Nevertheless, a drug which has not been approved for a given indication may still be beneficial to that particular individual whose physician is prescribing it.  For over a decade, pediatricians used albuterol “off-label” – without FDA approval – for our wheezing children.  We used it rather than theophylline which was the “gold-standard” before albuterol – because in spite of its approved status, theophylline was more toxic and less effective than albuterol.  Within a few years of its introduction, albuterol was the medication of choice, recommended as such by preeminent pediatric advisory bodies – years before it received FDA approval for use in young children. 
We, as physicians, are charged with comparing and contrasting the available treatments for each patient’s unique condition and selecting the one(s) most likely to help and least likely to hurt.  We compare the course of the untreated disease with the risk of treatment given this particular patient’s specific set of circumstances; then – in cooperation with the family and patient – we initiate treatment, guard against side-effects and monitor progress over the prescribed course.
In the case of children with mood disorders, there are many choices of treatment modalities; as we all know, statistically the best success in similar cases is the combination of appropriate individual (and other) psychotherapy and medication to allow the brain to self-correct more effectively and over a shorter time.  Science is now linking observed behaviors with observed brain functions.  Patterns of children’s illnesses can be understood in biological terms – and treated as such – not in isolation but in the context of the whole child.  In the past, behavioral management and other available treatments were only partially successful in altering the course of children’s mood and other disorders.  Now that we can target specific types of neurotransmitters, we can promote normalization of specific brain functions – and create conditions for tremendously enhancing efficacy of all our other interventions.  Modern imaging studies demonstrate overwhelmingly that we can obtain structural changes in the brain – actual physical healing – by these methods.
Recall that neurological conditions are not all or nothing and few drugs are specific to just one application.  Clonidine was originally used for blood pressure control in the elderly; its “anti-adrenalin” mechanism of action now helps many children on psychostimulants to reverse the effect at the end of the day and be able to fall asleep.  The child suffering from ADHD gets the stimulant medication he needs to function well the whole day long – yet has a way to “turn it off” at bedtime.  
Some people worry about using “anticonvulsant” medications because they were initially developed to treat epilepsy.  The mechanism of action is to stabilize the neuronal membrane.  Anyone whose neuronal membranes generate too much “static” could use this type medicine for the same basic purpose – to permit the electrical signals he is sending to get through without letting extra signal suddenly appear, exaggerating the original intended response.  Regarding our practice, our usual low dose would be quite sub-therapeutic as treatment for epilepsy, being several orders of magnitude less than the amount used in that condition.  But the basic neurologic process is quite similar – just more localized and, often triggered by specific links to past events or to negative emotional perceptions.  These medications target the neurobiological malfunction which gives rise to the unfortunate symptoms experienced by children with certain mood disorders.
I am extremely conservative in prescribing medication of any kind for any one.  I am frank to tell my patients that medicine is poison – all medicine – salt water gargle, vitamin preparations, aspirin, antacids – all of it.  Ibuprofen impairs renal function; acetaminophen is hepatotoxic.  The only justification for medication is if the natural course of the disease is enough worse than the effects of the medicine – and only the patient (or family) is qualified to make the judgment of how much “enough” is.  As a physician, my part is to explain the expected influence of the medicine on the course of the disease, likelihood of various risks, alternatives (including no treatment) – and to be sure the patient/family understands the situation well enough to make the right decision for them.  
The final and strongest consideration regards the urgency of treating a pubertal child since we now have convincing evidence that certain abnormal neurochemical processes (seen in conditions such as bipolar disorder) are actually neurotoxic – that the accumulation of particular by-products of incompletely regulated neuronal pathways leads to cell injury – and if not reversed, to cell death.  Thus, it is of critical importance to prevent or attempt to reverse any such metabolic derangement – the earlier this is begun the greater preservation of potential for normal development.


Response to objections checked in Section 6 - GAL position on administration of psychotropic medication
I have never had the opportunity to review a child’s medical history even though I have requested it on multiple occasions.  The slim file folder that travels with the child contains information that is medically useless to me, such as shot records and legal papers.  I gathered the relevant history from Kelli and from her foster mother.
Kelli, her foster mother, Nurse Karen and I discussed in some detail which of her current troublesome symptoms are expected to improve with the use of Lamictal.  In point of fact, most of her symptoms have already started improving – just in this short introductory time.  Now that her brain is under her control and serving her appropriately, Kelli should be able to get the full benefit from counseling and other adjunctive treatment(s).
I did review all of the items checked as lacking: recognized side effects (including relative local frequency and precautions to prevent their occurrence in Kelli – as well as which potential precursors to side effects she should call to report to me); contraindications to this medication; description of drug interactions, including how this medication would actually help her ADHD medicine have less chance to produce the side effect of counterproductive emotional symptoms (which often limit its use in patients with emotional dysregulation or mood instability); cautions about abrupt discontinuation of this medicine (and instructions for how to do it should it become necessary before I could see Kelli again.)  The GAL has reviewed the general material extensively through her independent research. In arriving at my decision to offer this treatment option I have applied that same information to the pertinent aspects of Kelli’s current situation.




Section 2: Information Received by Physician – Medical Report for Children on Psychotropic Medication
Relevant history obtained from patient primarily and foster mother secondarily.  No other information of substance was available.  No objective tests were administered as none was available that was equal or superior to experience (40+ years working with children) and clinical acumen (board-certified in Developmental-behavioral Pediatrics; Ph.D. in Educational Psychology; 90+%-tile on General Pediatric qualifying examination.)

Section 3: Diagnosed Conditions, Symptoms, Behaviors - Medical Report for Children on Psychotropic Medication
1.  Post-traumatic Stress Disorder (status post multiple forms of abuse prior to removal from home)
	Continues with heightened anxiety, pervasive sense of vulnerability, flashbacks – triggering panic-	type attacks and other uncomfortable sensations, problems concentrating (related to intermittent 	somewhat intrusive episodes of thinking about the past), “zoning out” (dissociation), somewhat 	erratic memory.

	Prozac is a drug of choice for this condition but it is not my practice to begin any anti-	depressant “unopposed” – that is, as a single agent or in combination with a psychostimulant – for 	fear of triggering manic behavior.  Propranolol could be used but since it can induce depression, it 	is not a good option for Kelli at this time.  Lamictal will help her nervous system be more likely to 	respond favorably to medical treatment of her PTSD with an agent such as Prozac.

2.  Emotional Dysregulation – probably Bipolar II
	Kelli’s history (of rapid mood swings, excessive emotional lability and range of emotion, relentless 	persistence in achieving desired goals, feelings of rage in response to limit-setting, risky behavior by	an otherwise intelligent person) is highly suggestive of Bipolar II.  Her positive family history raises 	exponentially the likelihood of this disorder explaining her constellation of unpleasant symptoms.
	
	Lamictal is in a class of drugs that stabilizes the neuronal membrane – renders it more difficult for 	it to depolarize inappropriately.  Thus, it prevents recruitment of additional neurons which would 	exaggerate her intended response (e.g., she meant to be “5” mad but her brain sent “9” mad 	signals which changes the nature of her reaction.  Onlookers see a child behaving way out of 	proportion to the situation and judge her negatively.)

3.  Attention-deficit Hyperactivity Disorder – predominately inattentive type
	Symptoms controlled with psychostimulants but that class of drug carries the potential to 	exacerbate or trigger emotional excess (such as anger, anxiety, mania) in a person predisposed to 	emotional lability.  
	Therefore, Lamictal is indicated to stabilize the nervous system and to help avert those unwanted 	symptoms.  Given the complexity of my patient population, I rarely offer a psychostimulant before 	initiating a medication in the Lamictal category to protect the youngster and to hasten resolution.
4.  Reactive Attachment Disorder (RAD)
		RAD reduces reinforceability and diminishes normal brain mechanism for responding to positive 			“strokes” (alters activity in the reward center) – overlapping and worsening negative effects of 			Bipolar Disorder.


Section 4: Recommended Services and Other Treatments:
Individual (and family) counseling – to address issues related to Kelli’s past abuse and loss of her family of origin, present placement and on-going adoption process, the adolescent identity crisis (intensified by Kelli’s personal history), development of future goals and aspirations – and how to get there safely, especially in close relationships.

Al-Anon, Ala-Teen or  similar program (for individuals whose families have been out of control) – for the purpose of learning to live by principles of healthy living (mental, spiritual, physical), enhancing self-esteem, acquiring better coping skills in difficult situations where they might be tempted to accept the “victim” role, seeing healthy people who have had similar problems with families of origin and turned out well anyway, preventing alcohol or drug abuse by a child at extreme risk for those behaviors (or at least providing a lifelong resource to return to if she does.) 

Accommodations for schoolwork through a 504 plan (or consider an IEP if the 504 isn’t enough help) – to address study skills; executive brain function efficiency; working memory, short-term retrieval and other memory issues; basic and specialized techniques for coping with other concomitant problems associated with ADHD.

Continued medical management of Kelli’s ADHD, especially with a view to monitoring the degree to which her symptoms may be manifestations of her other conditions (and thus resolve as those conditions are treated) and whether or not she shows signs of outgrowing ADHD (as do one-third of children with this disorder.)  					


