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Abstract 

The Role of the Economic Analysis in the Decision Making Process at the h g  Quality 

and Therapeutics Committee of Ontario 

Master's of Science, Department of Health Administration, University of Toronto, 2000 

Anne Marie PausJenssen 

This thesis examines the role of the economic analysis in the decision making process at 

the Dmg Quality and Therapeutics Committee of Ontario. This cornmittee reviews data 

submitted by pharmaceuticd manufacturers who are requesting Listing of products on the 

provincial fomulary. A case study approach was taken; nine meetings were observed 

and seven cornmittee members were interviewed. This thesis found that the role of the 

economic analysis in the decision making process was important but limited by various 

factors. The product's clinical merit and the quality of the submission were dominant 

factors in the decision making process. Interestingly, the type of dmg discussed was 

another key factor that determined the usefulness of the economic analysis. The 

cornmittee's membership also shaped the discussions; only one member had extensive 

training in health economics. Finally, the econornic d y s i s  was limited by the context in 

which it was applied, that of resource allocation. 
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CHAPTER 1 

Research Questions 

The primary question of this thesis is the following: what role does forma1 

economic analyses play in the decision making process at the Drug Quality and 

'ïherapeutics Cornmittee (DQTC) of the province of Ontario? in order to answer this 

question, first the decision making process itself must be carefully detailed. The decision 

making process is likely to be quite complex, with many interacting factors. 

Understanding these factors will be crucial to understanding the role of the economic 

analysis in the process as it is likely that these factors will influence the role that the 

economic analysis plays. For this reason the decision making process has to be detailed 

in full before one can dissect out the role of the economic anaiysis. For purposes of this 

research, a formal economic analysis will be defined as the following: "the comparative 

analysis of alternative courses of action in terms of both their costs and consequences" 

(Dnimmond, O'Brien, Stoddart and Torrance 1 997). 

Sub-questions will also be asked whose answers will be applied to strengthen the 

conclusions of the primary question. The fïrst of these questions is the following: are the 

guidelines perceived as useful to the memben of the DQTC when making formulary 

decisions? This cleariy is an important question as the perception that DQTC members 

have towards the econornic analysis will affect its role in the decision making process. If 

the economic analysis is not well perceived by those who employ it, this will likely 

negate its role in the decision making process. The DQTC rnembers will be asked this 



question and moreover asked to explain why or why not economic analysis is usefùl to 

the decision making proçess. 

The second sub-question is also important as it tries to assess the impact the 

economic analysis has on the formulary decision process. It asks the following: does 

economic analysis alter the type of listing that the cimg receives? The answer to this 

question helps better define the role that the econornic analysis has on the decision 

making process; if it is signifiçant that it should be able to affect the listing decision. If 

the role of the economic analysis is not important, then it will not be able to change the 

decision to list a product. 

The third sub-question asks what is the quality of the economic analyses 

submitted by the manufacturer? This question is important for one reason - if the quality 

of the economic analyses are poor, this will limit the role that the economic analysis can 

play in the decision making process. The quality of the submitted econornic analysis 

influences al1 factors that determine the role of the economic analysis in this setting - 
fiom how the analysis is perceived to how it affects a listing decision. The quality factor 

can potentially color the whole process of decision making. 

The last sub-question asks what is the most common type of economic analysis 

performed by manufacturers? There are five types of economic analyses described in the 

literature. They have different strengths and methodological weaknesses. Some allow for 

broader views to be taken by the decision-maker while others place the burden of 

weighing the costs and benefits more squarely on the reviewer of the report. Knowing 

which type of economic analysis is most commonly employed is important in M e r  

defining its role in the decision making process. The type of econornic analysis could 



influence how the economic analysis is perceived by the DQTC and moreover how able it 

is to affect a listing decision. 

In sum, one can readily see that the primary question and its sub-questions are 

heavily interrelated. The responses tu the subquestions will help to answer the prirnary 

question of this thesis. For sake of reference the questions will be repeated here. The 

pnmary question is: what role does formai economic analysis play in the decision making 

process at the DQTC? The sub-questions are as follows: do the DQTC members perceive 

the economic analyses as useful to the decision making process? Does economic analysis 

alter the type of listing that the drugs receive? What is the quality of the analyses 

submitted to the DQTC? What type of econornic andysis is most commody performed? 



Background 

in 199 1 the Ontario Ministry of Health (OMH) started to request fiom 

pharmaceutical manufacturers seeking listing on the provincial formulary a formal 

economic analysis docurnenting the product's cost effectiveness. This was done in an 

attempt to improve the decision making at the OMH. The OMH had always considered 

cost in addition to clinical efficacy and safety. Therefore the switch fiom simple unit 

costs to forma1 economic analyses was not seen as a new regulation but rather as a cal1 for 

higher levels of evidence on which to base decisions. The OMH planned to make the 

economic analysis a formal requisement, and dtafied guidelines to outline clearly to the 

phannaceutical industry what the OMH expected in each economic analyses. The 

guidelines undenvent substantial revisions between 199 1 and 1996 when they were 

formaliy irnplemented. At the time of the policy's implementation the OMH planned ?O 

do an early review to assess the role that the economic analysis plays in the decision 

making process. This thesis will attempt to do just that by detailing the role of the 

economic analysis in the decision making process at the DQTC. 

2.1 Economic Anaiysb 

Microeconomics centres on the concept of opportunity costs: the true cost of a 

choice is not the dollars spent but the forgone opportunities that could have been achieved 

had an alternative been chosen. A formal economic analysis requires that relevant 

alternatives ?x exmined in detail so that the key costs and consequences are explicitly 



outlined for each choice. Economic andysis has been applied in many sectors where 

resources are scarce and m u s  be rationed. Perhaps employing economic analysis is best 

known in the healthcare sector: 

"Cost-effectiveness analysis was invented for the sole purpose of 
allocating scare resources in settings wvhere market forces either did not 
exist or resulted in allocations that were far fiom optimal. ..with the 
growth of the heaithcare sector as a predominate force within public 
expenditures, it is understandable that one of the principle applications of 
cost-effectiveness analysis in the 1990s is in the healthcare field (Detsky 
1994) 

Economists have stated that while economic analysis can be used as a decision 

aid. one must be carefùl not to accept conclusions blindly. The conclusions reached by an 

analysis are not intended to be the one correct answer to a particular question. 

Conclusions are dependent on many factors, including the perspective taken by the 

researcher, the costs and benefits included in the analysis, the assumptions made, the 

valuation of the benefits, the discount rate employed, and more importantly, the question 

asked. The question asked by the researcher is key as it should dictate which perspective 

is taken and therefore the costs and consequences included in the analysis. in addition, 

the question asked should affect the assumptions that are made. One may not agree with 

the conclusions reached by the primary researcher, but this too is an important outcorne; 

one does not have to agree with the conclusions that are reached for the econornic 

analysis to be a valuable aid in decision making. As Drummond States: 

'Wone of the approaches is intended to be a magic formula for the 
removal of judgment, responsibility or nsk fiom decision making 
activities, though each is capable of improving the quality and 
consistency of decision-making. At root, they are methods of critical 
thinking, of approaching choices - and ofien placing difficult choices out 
in the open for discussion." @niinmond et al. 1987) 



2.2 Economic Anu&sis in Decision Makhg 

There has been a rapid growth in the number of published articles that employ 

econornic analysis. This growth has been most notable in one particular field, that of 

pharmacoeconomics. One review article clearly demonstrated this by showing that in 

1970,68 articles were published while in 1990 this number had grown to 687 (Eisenberg 

1992). A more recent estimate had similar results; in 1995 an estimated 43% of al1 cost- 

effectiveness analysis were for pharmaceuticals (Luce 1998). The reason for this growth 

is not clear, but is most likely multi-factorial. A key factor is the change in important 

buyers in the pharmacoeconomic market - away fkom the [one physician to that of the 

Iarger third party payers. In the United States the Health Maintenance Organizations 

(HMOs) are the biggest purchasers of pharmaceuticals, and in Canada the provincial 

govemments are. The new buyers, the HMOs and provincial govemments, are more 

dernanding, and they want proof of value for money. They are more likely to ask for 

evidence as to why they should pay or use a certain product. Physicians are well known 

not to make cost the primary issue when making prescribing decisions; they are more 

influenced by issues of clinical efficacy, safety, patient acceptance and past experience 

with a product @dg, Haaijer-Ruskamp 1995). Physicians are only likely to make cost 

an issue when considering interchangeable products (Ryan et al. 1996). 

There have been a few studies that have assessed the role that the economic 

analysis plays in the decision making process at the hospital formulaq level. In 1997 a 

study was undertaken in the United States to see if pharmacy benefit management 

companies (PBMs) use economic analysis to decide which pharmaceutical products to 

fbnd. The survey suggested that the use was quite lirnited, but was expected to increase 



with tirne. The main reason why the PBMs did not employ the andyses was that there 

was a perception that the analyses were not generaiizable to the patient groups that the 

companies serve, and as such the companies were unsure if the results were applicable. 

in addition the companies were also concerned about the reliability of the studies - 

questions of bias surfaced regarding who funded the research and how the costs were 

determined. However one of the biggest cornplaints was that the studies were not 

completed in a timely matter that allowed for easy inclusion into the decision making 

process (Grabowski and Mullins 1997). Another study proved similar results - that the 

use of economic analysis in the decision making process at the hospital formulary level in 

the United States was limited (Sloan, et al 1997). Sirnilar reasons were given as to why 

the analyses were not ernployed: poor timing of the studies, concerns about generalinng 

the results to the hospital population, and potential for bias given the sponsorship of the 

studies. Importantly also mentioned was a concem about the inadequate expertise in the 

reviewers ability to review the studies. 

Across the world, many other countries are also employing economic analysis to 

aid resource allocation decisions. The use in many of these countries has been haphazard; 

no standard exists as to when to apply the results of economic analyses and when not to. 

Australia is the only country that has a formal requkement to use economic analysis in the 

process of formulary listing. This decision was implemented in 1992 amidst much 

controversy. Recently researchers in Australia have reviewed this policy to see what 

impact, if any, the economic analysis has had on the decision making process. Clinicai 

factors were found to drive the decision making process (Mitchell 1997) and concerns of 

equity outweighed economic concerns (Hailey 1 997). 



2.3 The Ontario Pharltl~coeconomic Guidelines 

Because the employment of economic analysis in formulary reimbursement 

decisions was relatively new in the early 1990s' those involved with drafting the 

guidelines wanted to ensure that industry was aware of what was required in each 

analysis. The guidelines were fairly specific as to what the reviewers were expecting, and 

what was needed for a submission to be considered high quality. The guidelines 

contained information on four main areas: methodological issues, value judgments, 

formatting issues and conflict of interest. The guidelines outlined in detail how 

manufacturers should handle different aspects of the economic analysis fiom the 

perspective taken to the discount rate employed. Within the field of health economics 

some controversy exists as to which methodological approaches are stronger and more 

appropnate for given questions, and those cirafting the guidelines recognized this. 

Flexibility was therefore allowed in certain areas of the analysis in which the 

controversies were known to exist. Formatting issues were clearly outlined so that 

manufacturers knew how to present the information to the Ministry. The guidelines were 

quite detailed in this regard as formatting issues were thought to be vital to the decision 

making process; poorly presented submissions would be difficult to interpret. The 

guidelines also detailed how the manufacturers should handle confiict of interest issues. 

The OMH felt that this degree of specificity was appropriate because the guidelines were 

directly tied to the process of formulary reimbursement, and were not a general guide 

(PausJenssen and Detsky 1998). 

There has been however much controversy surrounding the guideline's 

imp lementation in Ontario. Cri ticisms arose fiom both industry and acadernics alike. 



hdustry begnrdgingly accepted having to submit a formai economic analysis dong with 

the mounds of clinical data already required. Industry believed the govemment had a 

hidden agenda of cost-containment, and that the value for money goal was fuzzy and 

subsequently not reachable. To this day, industry would like to retum to past 

requirements of simple unit prices. Industry continues to resent having to do forma1 

economic analyses as more information and resources are required. Many companies do 

not have the resources at hand to do the analyses, and as mch are farced to hire extemal 

consultants. 

Academics were also vocal about their dissent with both the content and 

employrnent of the guidelines in the process of formulary reimbursement. The concem 

most cornrnonly cited was that the economic analysis was pushed to a level where it was 

expected to deliver one correct answer to the DQTC (Naylor et al 1993). Moreover, as 

some methodological concems were not resolved, the academic comunity was 

concemed with employing this tool at such an early stage in its development. Academics 

also agree with industry that the goal of seeking 'value for money' was unclear, as there is 

no consensus on what constitutes value for money. 

Because of the controversy surrounding the new requkements for formulary 

listing in Ontario, it is important to review this area to see what the policy has actually 

accomplished. Specifically the role of the economic anaiysis in the decision making 

process at the DQTC will be examined in this thesis. 



CHAPTER 3 

Methodology 

3.1 Design 

To answer the primary question of this thesis - what role does formal economic 

analysis pIay in the decision-making process at the DQTC - a case study approach was 

chosen. Yin has defined a case study as "an empirical inquiry that investigates a 

contemporary phenornenon within its real-life context, especially when the boudaries 

between p henomenon and context are not clearl y evident" (Yin, 1 994). This approac h 

was chosen as determining the use of economic analysis in the decision making process 

cannot be easily dissected away fkom the context in which it is used. Any decision 

making process is influenced by many contextual factors, and that the sarne would be true 

for the decision rnaking at the DQTC. The case study approach allows one to detail how 

economic analysis is used in the context of fonnulary decision making. This is especially 

important in this thesis as the conte.- in which the economic analysis is used will 

influence it usefdness. 

3.2 Setting 

The setting of this case is the DQTC, which makes recomrnendations as to the 

type of listing that a product should receive on the provincial formdary. Decisions made 

at the DQTC are based on many different factors, of which the economic analysis is but 

one. Manufacturers who want their products listed on the provincial fomulary start this 

process by subrnitting clinical and economic data to the Ministry of Health for review. 



This materiai is processed at the ODB, and is initially checked to ensure clerical 

completeness; Le., that clinical and econornic data have in fact been enciosed. The ODE3 

then asks external expert consultants to assess different aspects of the submission. A 

clinical reviewer is chosen based on hisher expertise in that particular field of medicine, 

for exarnple, dermatology. At the sarne time the economic consultant analyzes the 

economic part of the submission. No formai interaction is required by the Ministry to 

take place between the two experts, but they are enwuraged to contact each other should 

questions anse. Ideally the extemal experts are asked to review the data, make a 

recommendation as to the listing a product should receive, and then return it to the 

Ministry within one month. 

At that time govemment employees at the DQTC review these reports and decide 

which DQTC member is best suited to present the information at the next meeting. This 

seIection process again is usually based on field of study, for example, the infectious 

disease specialist on the comrnittee presents antibiotic subrnissions. However members 

may be asked to f o m  a subcommittee within the DQTC; this is usually resewed for 

innovative products. The DQTC member is then asked to present a surnmary of the 

manufacturer's submission and both external consultants' reports at the next DQTC 

meeting. The amount of time given to the DQTC member to review this material 

beforehand varies fkom one week to two days. TO ensure that an informed discussion 

takes place, al1 DQTC members receive a binder filled with the extemal experts' 

assessments of the products that are to be discussed at the meeting. Ail members are 

expected to review the materiai in advance. The selected DQTC member presents the 



data, and then makes a recommendation to the cornmittee as to the type of listing that a 

product should receive. 

There are three types of listings that a product can receive on the provincial 

formulary: full or general listing, limited use listing, or section 8 listing. The general 

listing means that any physician c m  prescribe a product and that there are no limitations 

to its use. A limited use listing means that the product may be prescribed oniy if certain 

criteria are met. A form must be filled out by the physician prescribing the medication 

stating that the patient meets a set of predetennined criteria. Often medications used by 

specialists receive this listing. The section 8 listing essentially means that the medication 

does not have a general or a limited use listing on the formulary. This does not mean 

however that patients do not have access to these medications. Because of the Medicare 

Act, government cannot deny access to medications based on age or income. Physicians 

can access these medications through the section 8 mechanism. In tbis circumstance a 

physician must write a letter to the Ministry, and justifi why it is required for his 

particular patient. The Minisby then sends the letter to an expert in the field, who 

reviews the request and makes a recomrnendation as to whether the government shouid 

pay for it. Each request is handied individually. 

AAer the DQTC member makes a recommendation as to the type of listing a 

product should receive a general discussion ensues involving other members of the 

DQTC. The recommendation to list a product is voted on by the DQTC members, or the 

listing decision is deferred. The listing recomrnendation is then passed to the Ministry for 

final approval. The Ministry reviews the recornmendation made by the DQTC, and 

decides to accept or reject the recommendation. How the Ministry cornes to its final 



decision is not clear - it is not public knowledge as to which factors are the most 

influentid in this complex process. The decision made at the Ministry level is the final 

step in the listing process. The Ministry atternpts to make a decision on a manufacturer's 

submission within six months of it being submitted to the ODB. On average a new 

formulary is published every year. Figure I outlines the listing process. 

3.3 Gaining Access 

My supervisor, Allan Detsky, served as a member on the DQTC in the late 1980s 

and early 1990s. He is a generai internist, and has a Ph-D. in economics. He was a key 

force in developing the pharmacoeconomic guidelines that were formally implemented in 

1996. He is no longer a member of the DQTC, but acts as chair of the 

pharmacoeconomic subcommittee. He also serves as a consultant, primarily for 

economic submissions. Because he continues to have strong ties to the DQTC, he 

quickly arranged access to the DQTC meetings and staff. Dr. Detsky introduced me to 

key members of the DQTC, and together we explained the nature of my research. After 

the introduction, my presence at the meetings was never in question. 

The guidelines were implemented in 1996, and at that time the Ministry publicly 

stated that there was to be an early review of the effect of the requirement for a stronger 

level of evidence on the listing process. Formulaty listing decisions are worth millions of 

dollars to both govemment and manufacturers. It is therefore apparent that the 

discussions held at the DQTC are of a sensitive nature. For this reason, 1 was asked to 

sign a confidentiality agreement with the Ministry of Health. The agreement gave me 

somewhat limited access to the research material. 1 was allowed to observe meetings and 



interview some of the DQTC members, but not the government employees. In addition I 

was not given access to forma1 reports of any kind - not the manufacturers' submissions, 

nor the external experts' reviews, nor the minutes of the meetings (even the ones that I 

attended). It was also important to the Ministry that 1 not identiQ products in the report. 

They stressed that no identifiers be employed in the body of the report, so that even an 

informed reader would not be able to guess the product k ing  discussed. For some 

products this meant deleting contextual information, for example that the product is used 

in transplant medicine. This was deemed necessary as some areas of medicine have 

relatively few new products requesting listing each year, and it would be theoretically 

possible to trace back a comment to a certain product. In addition 1 was asked not to 

identifi the names of the interviewed DQTC members. The Ministry also asked to 

review my final report prior to publication. However it is clearly stated in the agreement 

that 1 have final Say as to content and place of publication. 

3.4 Sample 

The first meeting attended was the one in which 1 was introduced to the key 

members of the DQTC. 1 did not take notes at that meeting, nor at the meeting that 

followed. Afier obseMng these two meetings 1 cstimated that 1 would have to attend 

meetings for about a year before 1 could adequately describe the decision making process 

at the DQTC. The meetings attended between the months of December 1997 and August 

1 998 (in total 9 meetings) were the ones used for the collection of data. The sampling 

technique that 1 employed was typical case sampling, wherein typical cases (DQTC 



meetings) are used to describe the phenornenon under study (economic analysis in the 

decision making process at the DQTC) (Patton 1987). 

The membership of the DQTC is predominately physician based. At the time of 

this project, eight out of twelve rnembers were physicians. They represent different areas 

of medicine - fiom infectious diseases to dermatology. There was also a comrnunity 

pharmacist and a government pharmacokineticist. Two other government ernployees, 

both serving as liaisons between the DQTC and the Ministry of Health, rounded out the 

committee membership. These latter two members did not vote at the meetings however. 

1 intended to interview al1 members of the DQTC, believing that al1 would have 

important insights into the decision making process. This type of sampling is referred to 

as theoretical sampling. However, the government would not allow the two government 

liaisons to be interviewed, and this definitely had a negative eEect on my ability to recruit 

and interview some DQTC members. One physician said no because of this, and further 

cornrnented that he had confidentiality concem. Another physician left the committee 

part way into her term, and then refûsed to answer my calls. Yet another went on 

sabbatical and could not be contacted. 1 did however i n t e ~ e w  the remaining physicians 

(5) and the community pharmacist. In addition 1 interviewed my supervisor as a past 

mernber of the committee. 1 thought this was an important inclusion given his role in the 

implementation of the pharrnacoeconomic guidelines. In total 1 interviewed seven past 

and present members of the DQTC. Six of the seven were physicians, and one was a 

pharmacist. Two of the seven had formal training in health economics, and were 

currently serving as extemal pharmacoeconomic consultants to the Ministry of Health. 



3.5 Data Co/lection 

Case studies use three means of data collection - observation, interviews and 

document analysis. Ln this case sîudy the first two means of data cotlection were 

employed. Niue meetings were obsewed to see how the economic anaiysis influences the 

decision making process, and seven DQTC members were interviewed and asked the 

same. Unfortunateiy 1 was denied access to such key documents as the manufacturers' 

submissions, the consdtants' reports, and lastly the official minutes of the meetings. 

Meetings were observed for one year in total. The fbt two meetings 1 attended 

allowed me to get farniliar with the setting, the terminology used in the decision making 

process, and the structure of the meetings. 1 did not take field notes during that thne as 1 

felt that a graduai introduction of my presence in the meetings was important. This time 

also allowed for M e r  acceptance by the group. 

Because of legal concerm, 1 was not allowed to videotape or audiotape the 

meetings. 1 was however allowed to take down notes of the meetings. 1 used a form of 

short hand to help me keep up with the discussions. The meetings' agendas helped me to 

keep clear and complete records. The meetings were on average three hours long with 

one fifteen-minute break. Two meetings were extended by one hour. 

In the day that followed the meeting 1 transferred my notes in point form to a 

computer to allow for easy access and retrieval. The products were labeled first by the 

month in which it was discussed, second by a letter, and third by a number that 

corresponded to eaçh line of the discussion. Examples of the identification labels are 

Dec.A.5, or July.D.25. For confidentiality purposes, the name of the product does not 

appear in the label, or in any of the transcribed notes. 



When 1 started to feel confident about the emerging patterns in the data fiom the 

meetings, 1 tumed my attention to the interviews. 1 started the interview process aiter 1 

had attended seven meetings, and compteted the i n t e ~ e w s  shortly after 1 stopped 

attending the DQTC meetings. The seven interviews were either done in person, or over 

the phone. Al1 were audiotaped. The tapes were transcribed to a computer. The 

interviewees' narnes were replaced with a number, and each subsequent paragraph was 

also given a number. The sentences within each paragraph were nurnbered too. An 

exarnple of this is as follows - Int.2.4.27. This refers to the second interview, paragraph 

four, and line number 27. 

A semi-structured approach was taken in al1 the interviews as this allowed me to 

explore certain key areas in ail interviews. For exarnple, in ali interviews 1 asked the 

interviewee to describe the important factors in the decision making process, and what 

role the econornic analysis played in the process. In addition 1 asked each to comment on 

their own background training, believing that this may influence their perception of role 

that the economic analysis plays in the process. 

In total, the data contained 1 12 single spaced pages of meeting notes and 67 single 

spaced pages of interview transcripts. 

3.6 Data Analysis 

Afier the transcription was completed, 1 began the coding process by reading over 

each months' notes in their entirety to see if any patterns emerged. 1 did this twice before 

analyzing each product individually. As a result of my background reading I knew that 

several concepts were likely to be important in the formulary listing process, and so 1 



started to look for these fïrst. These concepts are as follows: clinicat efficacy, safety and 

importance; cimg acquisition costs; the economic anaiysis; the impact analysis; and the 

quality of the data. Reading through the notes confïrtned these factors were important in 

this case study. This type of analysis is referred to as pattern matching; empirical based 

patterns are compared with that predicted. This type of analysis is strong in that it helps 

strengthen the interna1 validity of the case study (Yin 1994). Other concepts however 

emerged as king important too. These concepts are: the type of drug king discussed; 

consistency of decision making; poiitics; potentiai for abuse of a product; limitations of 

the DQTC; and fïnaily the members' own set of values. 

The codes were defined during the analytic process, and once set, rernained fairly 

stable. The codes will be defined here, but for ease of reference a complete list is 

aîtached in the appendices. The code termed 'dinical' was used to describe any reference 

to a product's clinical effects in terms of both efficacy and safety. Cost was defmed as a 

direct reference to the unit price of the product (Le. dmg acquisition costs). The code 

'impact ' was defmed as a reference to a product's economic impact analysis. Multiplying 

the dmg acquisition cost by the estimated number of prescriptions written in a year and 

then subtracting the costs associated with the decreased use of cornpetitive products 

approxirnatc this potential cost to the Ontario Drug Budget. The code 'economic 

analyslr ' was used in those instances where the submitted economic analysis was referred 

to, or in less formal terms when the product was discussed in terms of whether its benefits 

were worth its costs (Le. value for the money). The abusepotential code was given to 

discussions where there was a reference to the possibility that a product be used in a 

population for which it was not intended. The quafity code was defined as the 



'believability' of the mmufacturers' clinical and economic clairns. Comistency defined 

those circumstances when the DQTC emphasized the need to have current decisions fit 

with past decisions. Ifconcerm were raised at meetings as to what influence current 

decisions would have on future decisions - this too received the consistency code. The 

code labeled 'poIitics' was used to describe those situations when the DQTC recognized 

factors other than clinical importance or economic value to be central to the final listing 

decision made at the Ministry level. The iimirotrom ofthe DQTC refened to those 

situations when the DQTC did no? feel that they had the expertise to question either the 

manufacturers' claims or the consultants' assessments. The value code was attaçhed to 

discussions when DQTC members used their personal standards and estimated worths as 

a guide to what was important to the decision. 

The discussion around each product was read over several times to see what 

factors played a role in the decision to list a product. A line or a grouping of lines 

received a code but, depending on the discussion, multiple codes were assigned. The 

codes were then reviewed to see which were the most important in the decision making 

process for each h g .  This was done using the 'weighting' concept in qualitative 

analysis; a code receives more 'weight' the more often it is raised or emphasized in the 

discussion (Miles and Hubeman, 1994). Again, depending on the discussion, one or 

more codes were identified as k ing  most important to the decision itself. 

1 coded each meeting before the next took place. This was important as it allowed 

me early on to see patterns in the decision making process overall, and in turn look for 

similar patterns in the meetings that followed. Al1 the coded material was grouped 

together in sections - for example a clinical code section, an econornic analysis code 



section. These groups of coded data were also reviewed for patterns, similarities and 

differences. Negative cases were sought as a means to check the emerging patterns, and 

to consider new previously unrecognized ones. A summary of the information that each 

code brought to light was made for quick reference and the key emerging concepts were 

highlighted. This was updated &er each meeting. As well the codes were scrutinized to 

see how they interrelateci, and this was also noted in the summary pages. 

At the end of the collection period 1 went back to the initial meetings to see if 1 

would code the data in the sarne manner. The reason 1 did this was because 1 wanted to 

ensure that the anaiysis was stable and would not change significantly despite the learning 

process that occurred during data collection and analysis. The correlation between the 

two codes was very high at 89%. 

1 coded the interviews much in the same way that 1 coded material fiom the 

meetings. 1 coded each one before going ont0 the next, again allowing me to confirm 

results in subsequent interviews. Again 1 arranged the emerging concepts into groups, 

and sumrnarized this data d e r  each inteniew. The sequence of the interviews was 

arranged according to availability of the interviewee. in addition to the codes used in 

anaIyzing the meetings, one other code surfaced, that of confext. This code denotes the 

importance of loo king at the circumstances surrounding the entire decision making 

process. 

in addition to using the interviews as a primary data source, 1 also felt that this 

would be an ideal forum to help confirm my ideas through the use of member checks. 

Member checks are well established in qualitative analysis to be important in helping to 

establish validity (Miles and Huberman, 1994). Essentially this entails discussing 



findings with interviewees and asking for their commenis. If they agree with the ideas 

this is equated to mean that the findings are intemally valid - Le. that they are in 

conpence  with what is actually occurring. 

The results fiom both sources were then reviewed together to see how they rnight 

compliment or contradict each other. From there a schemata was organized to describe 

the decision making process, and more importantiy the role of the economic analysis 

(Figure 2). Another figure outlines the factors that influence the usefùlness of the 

economic analysis Figure 3). in addition, a separate group of tables details the key 

factors in each decision observed in the nine months (Tables 1-9), and two sumrnary 

tables organizes the results based on drug type (Tables 1 O& 1 1 ). 

3.7 Sample Site 

After attending seven meetings I felt certain that no new patterns were emerging, 

thus using the concept of saturation of qualitative anaiysis. The concept of saturation 

involves the researcher observing only as many cases as needed to 'saturate' the category 

being developed mryrnan, 1988). However, because 1 had estimated that I would need to 

attend more in my initial proposal, 1 went to two more. The data analysis is therefore 

based on notes taken fkom nine meetings in total. 

1 had intended to interview ail the members of the DQTC, but as previously stated 

was able to only interview 6 current members, and one past member. 



CHAPTER 4 

Results 

This thesis asks the following question - what role does fonnal economic analysis 

play in the decision making process at the DQTC? In this case study the cases are the 

DQTC meetings and the use of the economic analysis at these meetings. The context of 

this case study is fbzzy, but entails many outside influences that affect the decision 

making process. Understanding the context in which the economic analysis is applied is 

crucial to understanding its role in the decision making process. For this reason the 

context of this case study will be outlined fim. The history of the DQTC is important to 

the context, as are the group dynamics at the meetings; this will be discussed secondly. 

Thirdly the factors that emerged as king important to the overall decision making 

process will be detailed, with particular attention paid to how they affected the economic 

analysis. These factors include: type of dmg, the clinical value of the product, the quality 

of the data, the need for consistent decision making, the unit cost of the product, the 

impact andysis and value judgments. It is important to note that some of the factors that 

emerged as codes during the coding process did not turn out to play an important role in 

the overall decision making process. The reasons why some factors were more or less 

important will also be explained. Finally, afier both the context in which economic 

analysis is employed and the factors that influence its usefulness are detailed, the focus 

will shifi to the role that the economic analysis plays in the overall decision making 

process at the DQTC. 



4.1 The Importance of Context to the Decisi011 Muking Procas 

Context is defmed by the Webster dictionary as that which comes immediately 

after or before a passage or word, and therefore helps to explain it. In this case study 

understanding the context of the decisions is vital to understanding the decisions 

themselves and hence the role of economic analysis. The original mandate of the DQTC 

was to assess products' ciinical efficacy and safety profile prior to k i n g  listed on the 

provincial formulary. These clinical roots are influentid, as this is stiil the cornmittees' 

strength. Five of the DQTC members interviewed agreed with this sentiment, saying that 

they really oniy felt cornfortable reviewing the clinical data (two of the seven interviewed 

had health economics training) : 

the coinmittee is mainly made up of people who do not have forma1 
training in economics, and cannot scrutinize the report and the 
reviewers assessrnent in the same way that we are able to do with the 
clinical data. Often as a group we reverse the recommendation of the 
clinical reviewer - because we have enough expertise in the room to do 
that. The same is not true for the economic reviewer. We are so much 
more dependent on that single reviewer - and often have to take his 
word as the final one as to whether the dmg is in fact good value for the 
money . . . Lnterviewee#S : 3 -26.10.- 13 

This idea is strengthened by looking at the current make-up of the committee: the 

majority of the members are clinicians, and only one current member has additional 

training in health economics. Because of the lack of training in health economics, the 

DQTC members felt their role in the decision making process was weakened : 

1 think in some ways our roles are less important than the reviewers. 1 
think we place a tremendous reliance on the reviewers which 1 myself 
am uncomfortable.. . Interviewee # 4 : 16.19.2 - 3. 

Those interviewed did however acknowledge that a certain amount of leaming had taken 

place by simply noting issues raised by both the extemal economic expert and the 



committee member with training in hedth economics. The amount ' learned by osmosis' 

was not, however, felt to be sufficient to criticize the expert's recommendations, but 

rather to be farniliar with basic principles of hedth economics. 

The need for the guidelines highlights another issue that is important to grasp for 

contextual purposes - that one is really observing a working market. The pharmaceutical 

industry is trying to sel1 products to their biggest buyer in the Ontario market, the Ontario 

government. With this relationship, as of any of its kind, the selter is ü y h g  to make the 

biggest possible profit while the buyer is trying to get the best value for the money. At 

first glance it appears that these goals are mutuaily exclusive, but this is not the case. 

However. it does lead the buyer to ask for as much information as possibie on which to 

base decisions. This environment has contributed to the development of the 

pbarmacoeconomic guidelines, which ask for the highest level of costing information 

available. Concurrentiy the manufacturers will try to make his product as attractive and 

sellable as possible. 

The DQTC members that 1 interviewed were keenly aware of this interaction 

between the goverrunent and industry : 

Well, here in one of the issues - as a group - you have to think well why 
are we here, who do we serve? We are there because the provincial 
government has asked us and has given us a mandate. And the mandate 
is to assure that the pharmaceuticals that are available to people in this 
program are good value for money for the taxpayers in the province, 
which includes those in the program.. . Interviewee #3 : 1 6.65.2 - 5. 

Lnterestingly however only four mentioned the influence that this may have on the DQTC, 

given that it is itself a govemment cornmittee. One directly commented on the level of 

evidence that is requested by the Mirristry : 



Cause reaily, in general, as you know, because the cornmittee reaiizes 
that the cost for paying for medications is huge and trying to have 
consideration for the fact that our job is tryïng to ensure that the 
government spends its moneys well and that the consumers get what 
they need - is that we tend to be hard on medications that are behg 
presented . . . hterviewee #2 : 46.5.2. 

Another agreed, and added : 

So when they (the DQTC) look at the overall impact, that is an 
important issue so their standards of evidence and requirements for 
economic attractiveness would be much stricter if its a $20 million per 
year drug than let's say a $300,000 per year dmg .. . interviewee #7 : 
30.3.3. 

Al1 four referred to the govermnent's goal of seeking good value for the rnoney. It was 

recognized as important : 

So indeed we have a fiscal responsibility that says if you are going to 
make a decision it shouid be the fiscally soundest that you can make 
given the alternatives . . . hterviewee # 3 : 16.65.26. 

Moreover, one interviewee, a key informant, felt strongly that the govenunent adheres to 

this principle and does not have a hidden goal of cost containment : 

The economic analysis is ofien looked at more in those circumstances 
where the drug costs and impact are suspected to be large, but these 
latter factors aiways take a back seat to the economic anaiysis. There 
has never k e n  a circumstance where a drug that was found to be good 
value for the money - i-e. economically attractive - was reversed or not 
listed because the potentid impact was too large. The economic 
analysis is viewed by the government as k i n g  that important of a factor 
. . . Interviewee # 5 : 3.26.14- 16. 

Another agreed with this idea, stating that the only tirne the Ministry reverses 

recornrnendations made by the DQTC is when other factors beyond a product's clinical 

value and cost effectiveness enter into the decision. These other factors were labeled 



'politics'. In the process of formulary listing, there are many possible political factors 

that may corne into play, but the one most comrnonly identified had to do with equity; if 

the perception arose that those on welfare were king  denied access to medications the 

possibility for political fallout emerged. Patient advocacy groups are known to be vocal 

if it appears that the less fortunate in society are denied access to treatment. The concept 

of equity is however much larger than this, and will be dealt with in more detail later. 

The DQTC is set-up so that the political factors are removed fiom the decision as 

much as possible: 

We continue to make the recommendations based on other factors - the 
clinical importance or the economic value. The government has at 
times reversed the recommendations because of other factors - 
especially political ones. That is the oniy reason why they have ever 
reversed a decision. They get too much heat from very vocal groups, 
and they reverse recommendations . . . i n t e ~ e w e e  # 5 : 3.26.26 - 4.5.1 - 
3. 

The stance that the DQTC takes on politicai factors is strong : the members believe their 

goal is to make recommendations based on the best possible evidence available and to 

leave political considerations to the politicians. in at least three meetings this stance was 

f m l y  taken. In these discussions, the DQTC identified political issues, beyond clinical 

and economic issues, that could influence the final position taken by the Ministry. The 

DQTC felt however that they need not factor these issues into their recornrnendation to 

the Ministry: 

"the political is the Ministry of Health's job, the clinical and economic 
decision is for the DQTC". . . Feb.G.50 

And : 



"should throw this decision back to the Ministry o f  Health to make a 
political decision if need to.. .politics are separate from DQTC 
decisions". . .Feb.G.21&54 

And : 

'rhis is a political decision - have to weigh the political fallout fiom the 
impact on the budget". . . Dec.A.6 

On three occasions the DQTC made recommendations that they felt certain would be 

reversed by the Minisûy because of political issues. However, their stance was 

unwavering; they did not change the recommendation just to be in line with the Mini* : 

"why make a decision just to be in line with the Ministry of 
Health?" . . . Mar.M.22. 

Importantly one interviewee was a key informant who had extensive knowledge of 

the interaction between the DQTC and the ODB. He therefore was in an unique position 

to comment on the role of politics in the decisions made at the DQTC level. He 

commented that the politics can be removed fiom the DQTC because they do not have 

interactions with interest groups other than the manufacturers. Moreover he pointed out 

that the DQTC itself does not operate under a budget. This fiees the DQTC : 

The cornmittee operates in an unique situation in that it does not have 
an over-riding budget. Now the ODB may have a budget, or a cap on 
what the Ministry would like to spend, but the cornmittee itself does not 
operate directly under this. Certainly we are aware that the Ministry 
would like to keep costs down, but this has been done globally, and has 
not affected the listing of one dnig in particular. A dnig has never been 
rejected in an attempt to keep the budget down. The government has 
never operated in this way. instead it has issued caps on the budget, or 
CO-pays, or has delayed issuing a new formulary - but cost containment 
has never affected one particular drug listing . . . Interviewee # 5 : 
3.26.19.25. 



Four interviewees identified the context in which the DQTC operates as an important 

factor influencing the decision process. However, two of the four stated that a larger 

factor to consider was that of values. Both stated that values enter every step of the 

decision making process. This will be discussed in detail in subsequent section. 

4.2 Group Dyriumics and the Importance of the Presenter 

Attendance at meetings varied fiom meeting to meeting. At some meetings 

during the observation period there was barely enough members to make quorum (60% 

attendance). At the seventh meeting there was a change in the committee membership. 

The chair of the committee was replaced by another member as the chair had been a 

member for the six year maximum term. One other member lefi for the sarne reason. 

Three other members left pnor to the six year maximum - one went on sabbatical, one 

took a different job, and one left for unknown reasons. Al1 were replaced by new 

physicians to the cornmittee. The general make up of the committee remained the sarne, 

ensuring that areas of medicine for which the majority of new products are produced were 

represented, for example cardiology and infectious diseases. 

The change of members at the seventh meeting had an interesthg effect on the 

group dynamics. The new members appeared to sûuggle initially to understand al1 the 

variables that are involved in the listing process. They were not given any products to 

present to the committee during the tirne that 1 observed them. Moreover they were not 

allowed to vote and hence rarely involved themselves in the discussions. This occurred 

because theu appointments to the committee had not yet been approved by the Ministry 



during the observation period. The remaining members thus formed a small group 

within the group and made the decisions. 

The effect of having a new chair was interesting. Without question there was a 

familiariration process that had to occur in both directions - the chair had to get used to 

his new role, and the cornmittee had to get used to his new style. An interesting example 

of this occurred around what nomaily is an easy process - that of counting votes. The 

outgoing chair had adopted fairly standard meeting convention in that peopie voted in the 

affirmative whereas the incoming chair thought it more expedient to only raise your hand 

if you disagreed with the recommendation. This caused confusion, and the members 

were so unhappy that they asked the new chair to revert back to the standard approach. 

This helps to highlight the importance of the individual on the decision process. 

The importance of the presenter was also illustrated at other tirnes, by other 

members. For example, in the fifth meeting, a member had been asked to present a 

product. and during his presentation it became clear that he had not reviewed the material 

beforehand. He flipped his papers back and forth during his presentation, misinterpreted 

the extemal reviewers' comments, and had to be corrected by his colleagues. He was 

unable to make a clear recommendation and was asked by the chair to review the material 

at the break and clarie his cornments. While this is an extrerne case, it does illustrate the 

effect the presenter has on the meetings and in tum the recommendations made. 

The importance of the presenter to the decision making process was also 

highlighted in the decisions made by the government employees regarding which DQTC 

member should present the materiai to the committee. One member on the committee 

had background training in health economics, and there was a definite trend that he was 



asked to present products for which the economic analysis was vitai to the Listing 

decision. There was also appeared to be a correlation between the use of subcommittees 

to review the rnaterial and the complexity of the issues involved in the listing decision. 

S ubcornmittees were employed on four occasions, al1 of which involved innovative 

products that had the potential for high total costs to the drug budget. 

1 initially noted the effect of the presenter during the observation component of 

rhis case study. Irnportantly this factor was also recognized in the interviews, king 

raised without prompting in three but commented on in al1 seven interviews. Al1 

interviewed thought that the knowledge of the presenter was key, and had an infiuence on 

the decisions made. The 'knowledge' of the presenter is perhaps better labeled as 

' preparedness', as t h e  to prepare for the meetings was raised as an important issue by 

four interviewees. One complained about the times when the binder amved only two 

days beforehand, stating that left insufficient tirne to do a thorough review of the area. 

This interviewee went on to claim that this contributed to 'skùnpy' and superficial 

assessments. This claim was strengthened by noting that some consultants' reports corne 

in too late to be included in the binder that is issued before the meetings. This leaves the 

presenter in the awkward position of trying to incorporate last minute data into the 

discussion and moreover the recommendation. 

In addition, the DQTC members were concemed about their own ability to do a 

hi& quality presentation when they were asked to present a product either that they did 

not commonly use or that was fiom a highly specialized area of medicine. Given these 

particular circumstances the DQTC members felt somewhat reliant on the clinical 

consultants' assessments: 



1 think you can always get consultants, but probably one of the 
problems that we have, and that has corne up several times, is that ofien 
people who are asked to present the case at the meeting have not had 
anything to do with the reviews and 1 fhd  that to be a major weakness. 
And 1 have had to do that, and I find it to be very dmcult. Unless it is 
extremely clear cut, you do not have a good feel for any of the papas or 
anything, and you are literally reading someone' review, whatever that 
is worth . . . Interview # 2 : 26.10.6-8. 

This fnistration was raised by five interviewees, al1 of whom felt that this 'over reliance' 

could result in poor decisions. Essentially this allows the consultants' assessrnents and 

recommendations to go unquestioned prior to adoption at the DQTC. This is of concern 

to the DQTC members because they recognize that the clinical consultants usually are 

positive in their reviews and recommend listing. The clinical consultants are perceived as 

patient advocates in that they usually see value in having more products available for their 

patients. A clear example of this occurred in one meeting: 

"As the clinical expert, 1 am uncomfortable with the statements made. 
We have to be carefiil not to exclude simply because the economic 
analysis is absent. The costs of this disease is very high, especially at 
the end of life, and therefore it is very difficult to do trials. if we 
demand an economic anaiysis, this will not be achieved. We must take 
a broader view. If evidence becornes available - then it would be 
helpful to determine if secondary endpoints are usefûi. But as a 
reviewer, 1 frnd it uneasy to dismiss this h g  outrighi". . .Feb.G.27-33. 

While the consultants are educated as to the different types of listing that a product can 

receive, rarely do they recomrnend putting up any type of barrïer to a products' use. 

Because the DQTC rnembers have the perception of the clinical consultants as primarily 

patient advocates, one can readily recognize that they are uncomfortable with accepting 

recornmendations carte blanche. 

The concem of over reliance on clinical consultants was highlighted M e r  in 

three products that were discussed in the meetings observeci, All three products were for 



highly specialized areas of medicine, and therefore were used by a small aumber of sub- 

specialists. In al1 three discussions comments were made by DQTC members as to their 

lack of knowledge about the subject matter, their inability to question the daims and their 

resuiting dependence on the consultants. They felt they had no way to disagree with the 

clinical consultant : 

"This is a highiy specialized area, and who are we to question this - we 
have to give them leeway to make those decisions especially when they 
will do this anyway". . . Jan.C. 12 

And : 

"We are way out of our league to comment on the use in such a disease 
area". . .Mar.C.23 

It  is true that these account for only tkee products discussed out of a total of 134, but 

they are important outliers to note. Usually clinical claims of efficacy and safety are 

carefûlly dissected for validity by the DQTC rnembers and the extemai experts' 

recommendations are only one factor in the decision making process. The DQTC 

mem bers recognized this shortfall too: 

"Just because the area is super-specialized does not mean that the d e s  
do not apply". . .Jan.C.13 

These discussions were labeled with the 'limitations of the DQTC' code. The decision 

making process will be more fully detailed in the next section, but these three cases 

M e r  serve to illustrate the importance of the DQTC presenter on the decisions made. 

4.3 The Type of Drug and itr Effect on the Decsian Procas 

In nine meetings observed, one hmdred and thirty four dmgs were discussed. 53 

of the 134 were generic products, 49 were me-toos and 32 were innovative products. A 



generic product is one that is essentiaily a copy of a product that is already in use; it has to 

be bio-equivalent and interchangeable to receive this label. A me-too is a product that 

has similar modes of action, benefits and side-effects as other products within a well 

defined class. The extent to which the product achieves the clinical target varies, and 

hence the products are not exact replicas - they are not bio-equivalent and therefore are 

not generics. Innovative products are those which have a totally new mechanism of 

action for a given disease process; by definition they are the first of a class of new 

products. 

The type of product that was discussed - generic, me-too or innovative - had a 

substantial effect on the discussion that took place. This became evident early on in the 

data collection period. In the subsection that follows this influence on the decision 

making process will be detailed for each dnig type in tum. in addition, examples will 

illustrate how the dmg type influences the relative importance of the other key factors. 

Each remaining key factor - clinical merit, quality of data, consistency, cost and impact 

analyses and the economic analysis - will also be discussed in separate sections later in 

the body of this thesis. 

The nwiber of products discussed at each meeting varied from 10 to 30. Tables I 

through 9 detail each decision made at the monthly meetings. The type of drug, the key 

factors important to the recommendation and recommendation itself are outlined in each 

table. By looking at the tables it is clear that the decisions differ in complexity based, to a 

large extent, on the type of dnig discussed. Because of this early observation, 1 isolated 

this variable in subsequent meetings to see if this obsewation remauied m e ,  and it did. 



Moreover, 1 questioned the interviewees about this, and al1 7 agreed that this is an 

important factor to consider when explabhg the decision process. 

4.3.1 Generic Products 

The arnount of tirne that was allotted to product discussion differed greatîy. For 

example the generic products were often discussed 'en bloc'. Up to 12 generic products 

were discussed at one t h e  if they al1 met the criteria for bio-equivalence. Only if concems 

were raised about a product's submission would a more detailed discussion ensue. An 

example of the block vote occurred in March 1998; please see table 4, March F. Because 

there were no concerns about the submission, ail 1 1 were discussed and voted on together: 

'7he block vote is the easiest thing to do". . .Mar.F.3 

The manufacimers and the government have an agreement whereby generic products of 

reference products listed on the provincial formulary will be added as long as they are 

chemically interchangeable. This agreement was reached because by regdation the unit 

cost of the generic drug is considerably less than the original (anywhere fiom 60-75%). 

This being the case, the decisions are cost driven : 

If it is a generic al1 they need to think about is price, and me-toos that 
are therapeuticaily equivalent. They only need to think about price and 
showing equivalence. That's an economic analysis . . . interview f: 7 : 
26.6.3-6. 

The generic products that were not approved for listing in the observation period 

appeared to fail for four main reasons. The h t ,  and most common reason was a clinical 

one. Either the product failed to prove chernical equivalency or other clinical concems 

were raised. This occurred with ten submissions. The second reason was closely tied to 

the first, and had to do with the quality of the submission. This concern surfaced on eight 



occasions because either insufficient data was submitted by the manufacturer or questions 

regarding the conduction of the bio-equivalence study were raised. The third reason was 

that the product did not have a reference product listed on the formulary (i.e. consistency 

factor). Consistency was a key factor on four occasions for generic products. The fourth 

reason why generic products were rejected emerged when the manufacturers sought a 

pnce premiurn over the reference product (Le. impact factor). This happened three times. 

Table 10 quantifies my impression of the relative importance of each factor - 
clinical, quaiïty, comisfency and impact - on the decision making process with respect to 

generics. Each of the key factors will be discussed in more detail in subsequent sections. 

It is apparent fiom fust glance that discussions surrounding generic products are more 

straightforward than those involving me-toos or innovative products. One can readily see 

that in the vast majority of genencs that were submitted for review (41/53), cost was the 

most important factor. This table contrasts the relative importance of the coding factors 

based on the type of dmg discussed. Table 11 is similar in that it contrasts the complexity 

of the decisions, again based on dmg type. It does not quanti@ the factors, but rather 

points out key interactions between them. 

4.3.2 Me-too Products 

Me-roo products are those that belong to a well established class of products. 

Many of the discussions at the DQTC involved this type of product - 49 out of a total 1 34. 

The discussions of the me-too products were divisible into two camps depending on 

whether the manufacturer had asked for a pnce premium. Given a me-too product met 

standards of clinical efficacy and safety, those me-toos not seeking a pnce premium were 



well received at the DQTC and often succeeded in their bid to be listed on the provincial 

formulary. Those me-too products that did however seek a pnce premium were handled 

in much the same way as the innovative products (see below). Al1 aspects of the 

submission were more carefully reviewed, and the relative importance of proving the 

claims increased. More factors came into play in these decisions too; they were not so 

clearly driven by unit costs as the £ïrst camp of the me-too products were. This is also 

iilustrated in tables 1 O and 1 1. 

An example of a me-too product not requesting a pnce premium occurred in 

March 1998. The product (Mar-D) was discussed quickly at the DQTC meeting. 

Because there were no clinical concerns, the discussion turned quickly to economic 

issues. Again the discussion was brief because the manufacturer had pnced the product 

to be less expensive than its cornpetition : 

"hope that this dmg, which is cheaper, will cause a spiraling down of 
drug costs in this area". . . Mar.D. 10 

In this discussion the cheaper cost was attractive to the DQTC members because 

potentially the overall impact to the dmg budget could be reduced. Thus for this product 

there were really only two key factors - the unit cost of the drug and the overall impact to 

the drug budget. The discussion was allowed to be that focused because there were no 

concerns regarding the product's clinical efficacy and safety. Because there were no 

clinical concems, the discussion paralleled that of a genenc submission. 

The discussion surrounding a me-too product requesting a pnce premium was, by 

necessity, more complex as the manufacturer had to justify the increased cost. An 

exarnple that illustrates this well occurred in the June meeting. In this example, the class 

of product has wide spread applications in a rapidly growing market. The provincial 



formulary had previously given several dmgs fiom the class a general listing. A large 

amount of tirne was spent reviewing the clinical data, as this served as the basis upon 

which the manufacturer sought a price premium. The manufacturer claimed that the 

product was more potent than its cornpetitors, and therefore would requue a smailer dose 

to achieve the same goal. The manufacturer had therefore priced its product so that if this 

were me ,  it would be at the sarne price as its competitors. However, if this were net e. 

and higher doses were required than the dnig would actually cost more than its 

competitors. The crux of the argument therefore became the clinical efficacyl and more 

specifically the effect size. Much thne was spent dissecting this data at the meeting, and 

the quality of the submission soon came into question : 

"no comment was made as to whether this was an important difference. 
Wonder if it is statisticaily different, but not reported because it is in 
favor of the other drug (the competition)". . . June.A.33,34. 

And : 

"think that the Company overestimated potency and underestimated the 
potency of the other h g  companies products. Have to use care, this 
may add too many products to the formulary". . . June.A.37,38. 

The DQTC members came to the conclusion that there was insufficient data upon which 

to make a decision regarding listing. They were suspicious of the manufacturer's claims, 

and felt that data had been carefùlly chosen to portray the product in its most positive 

light. The DQTC was left with the concem that if the claims were not valid that the 

potential costs would outweigh any benefit : 

"if this does not do a good job, then the dose will have to be increased 
which will markedly increase the price and then the drug will cease to 
be attractive. Marketing will push the use of this drug". . .June.A.43,44 

And: 



"Have they underestimated the cornpetitors? How would this impact or 
translate into the h g ' s  cost benefit ratio?". . . June.A.52,53. 

From the discussion it was clear that this had to be clarified before a decision could be 

made. The key factors influencing the decision to defer were ciinical efficacy, cost, 

impact anaiysis and data quality. By contrasting this example with the previous example 

of the me-too not seeking a prke premium, it becomes clear that the pnce premium itself 

increases the complexity of the decision. 

4.3.3 Innovative Products 

The discussions involving innovative products were ofien the most complex with 

the most factors surfacing. This is understandable given that innovative products are the 

first of a new class of product. They may even be the oniy treatment option available for 

a disease process. This in itself creates difficulty for the decision process. Most obvious 

is the problem that this creates in terms of defining the appropriate comparator - if there is 

no other treatment option - how does one fairly evaluate the product both in terms of its' 

ciinical efficacy and its' cost effectiveness? This clearly has repercussions in that the data 

available are limited, and analyses stemming fiom poor quality data may consequently 

suffer. Because the decision making process at the DQTC is so evidence driven, 

insufficient data was a source of fnistration for four interviewees. 

The more subtle problem that was created was of a political nature. In this 

sensitive situation where there were no other treatment options available, the committee 

felt pressure not to deny any possible treatment that may have some clinical value. These 

situations chailenged each cornmittee member to state their value system, and thus some 

became patient advocates : 



"This disease process bas not had an innovative product for a long tirne, 
and therefore it is important to recognize this and prornote this 
drug". . .Feb.G.33 

And : 

"Should we list this because it is an innovative dnig". . .Feb.F.7 

These situations were rare, but lead to important insights into the role of values in the 

decision making process. Again, this will be discussed in a subsequent section. 

The complexity surrounding decisions for innovative products is best illustrated 

by an example. In the example the focus was initially on one innovative product (A), but 

at the end of the discussion it enlarged to encompass another similar product (B) that is 

used to treat the same disease process. While this helped to promote consistency of 

decision making, the focus of the discussion remained on the initial product (A). The 

data submitted by the first manufacturer was carefùlly reviewed, and again rnuch time 

was spent analyzing the validity of the clinical claims. Concerns raised in the discussion 

centered on the submission's heavy reliance of unpublished clinical data that was not peer 

reviewed. The DQTC felt that the important clinical claims could not be clearly 

supported. The overwhelrning sentiment was ciear; the manufacturer supplied too much 

unimportant clinicd information and not enough important ùiformation : 

"The manufacturer is concerned with rninutia. It is difficult to sort 
through these new concepts to see if they are clinically important. But 
these are really side issues - the overail evidence here is poor. There is 
no good evidence to support this claim". . . Feb.A.3 1 -3 5. 

The clinical claims were central to the case that the manufacturer was making as to why 

this product should receive general listing. The manufacturer had some theoretical 

evidence to suggest that the product may in fact be economically attractive. However, as 



the economic arguments were based on the clinical claims, they too were poorly 

supported. This had clear repercussions on how the econornic anaiysis was perceived : 

"The economic analysis here is flimsy. 1 am skeptical that it represents 
the tnith. The economic analysis is less than clear". . . Feb.A. 1 7- 1 8&2 1 

And : 

"The problem is that if the clinical data stinks then you cannot do an 
economic analysis". . .Feb.A.79 

The DQTC members felt that they could not however dismiss the product outright, 

despite the fact that the data were poor, because the product was already the favored 

product of specialists in the field. The product had strong supporters, who pointed to the 

di ficulty of doing studies in this disease. This concern was raised not just by the clinicd 

consultant, but by DQTC members who used the product. Personal experiences were 

used as testimony to support the product's request for general listing. The DQTC was 

split on the issue of whether the data submitted were enougb to support the product's bid 

for general listing. The supporters felt that there was enough theoretical evidence to 

suggest that the product could have an attractive cost-effectiveness ratio. The other 

members however were not convinced. They pointed to the growing market as the reason 

why stronger evidence was required; the potential impact on the h g  budget was 

considerable. Despite the fact that the focus of the discussion was on product A, the vote 

was held for both products. Both were not approved for general listing. Some members 

were very vocal about their disapproval about the outcorne. 

The DQTC sent letters to both manufacturers asserting the decision to deny 

general listing. In response to the criticism of insufficient data, the manufacturer of 

product B sent in four supporthg studies. The new data forced the discussion to be 



reopened, and the decision to be questioned. At the next meeting the DQTC again 

carefûlly scrutinized the validity of the clinical claixns. Al1 four studies were published, 

and felt to be of high quality. This tirne the DQTC conceded that the theoretical 

arguments made by both manufacturer, may be valid; both products may reduce costs in 

other health sectors and therefore be good value for money. 

The focus of the discussion then turned to the difference in the unit costs of the 

two products. Product B, which now had good data to support its request for general 

listing, was more expensive than product A. The DQTC did not however believe that the 

price difference was justified. As both products had similar mechanisrns of action and 

side effects, the DQTC did not believe that the products would be different in achieving 

clinical goals. Because the estimated impact on the drug budget was large, the concem 

over high unit costs was even more at issue. The DQTC perceived itself to be in a very 

difficult position : Product B was more expensive, but had strong supporthg data; 

product A was less expensive, but had questionable data. The DQTC asked the chair to 

consider deferring the decision so that the manufacturer of product B could justiQ the 

higher costs, but the chair strongly discouraged this move. He pointed out that the 

manufacturer could simply point to the evidence as reason enough to justi@ the price 

difference. in addition he stated that a motion to defer would not likely result in a lower 

unit cost. At the discussion's end, the DQTC felt that they had no choice but to give both 

general listing. They recognized that the manufacturer of product A slipped by with a 

poor submission, and was rewarded with a general listing. The DQTC members 

reconciled this however by focusing on the one positive aspect of havhg both receive 



general listing - that by allowing for cornpetition in this area the overail impact to the 

dnig budget may be lower than it might have otheMrise ken.  

This example is complex, with rnany factors playuig a role in the final decision to 

list the product. The important factors included the clinical merit of the product, the 

quaiity of the data, the need for consistent decision making, the unit cost, the impact 

anaiysis, and f d l y  the economic analysis. Al1 these factors were important to the 

decision at different steps in the process; it is hard to say that one was clearly more 

important than another. 

Figure 2 outlines the decision process, and which factors are important at each 

different stage. One can appreciate that the type of dnig is an important factor early in 

the process as it dictates which factors will later surface. The next important factor in the 

decision making process is the clinical data; al1 subsequent factors are afTected to some 

degree by the product's clinical ment. This idea will be expanded upon in later sections. 

The quality of the data is also important to the decision process; it affects the believability 

of both the clinical and economic material. The economic data are tightly tied to the 

clinical data. If the clinicai data are strong it is likely that the economic data are too; the 

converse is also true however. The impact analysis and unit costs act as magnifiers: if 

both are hi& then al1 aspects of the submission are more closely reviewed. Values enter 

the decision process at al1 levels, not just in the economic analysis. They are more likely 

to play a significant role, however, in decisions reiated to innovative products. Al1 these 

ideas will be addressed in more detail in later sections. 



4.4 The Importance ofthe Cfinicai Factor 

Despite the importance of the drug type in shaping the discussions that took place, 

it was not as important as the clinical factor. The clinical factor was clearly the dnving 

force in the decision making process. Proportionately more time was spent addressing 

the clinical clairns than any other aspect of the submission. The studies submitted by 

rnanufacturers were reviewed initially by the clinical consultant and later by the DQTC 

members. The studies were assessed in strict terms for clinicai efficacy and validity (this 

4 1  be discussed in more detail in the next section). The clinical efficacy was at the 

forefiont of discussions, and was referred to again and again. The strength of the clinical 

claim was key in that it afTected al1 aspects of the manufacturer's submission. If the 

clinical claims were not supported, then the discussion ended. The DQTC felt that if the 

clinicai data were not strong enough to support listing then there was no point to discuss 

the submission M e r .  The product had to have some clinical ment. 

in addition the DQTC assessed the submission carefblly to see what the product 

could accomplish at different doses. While products are often available in different 

strengths on the formulary, it is commonly understood that different doses achieve 

clinical benefits to differing degrees. The effect of product strength on the ability to 

achieve clinical targets is referred to as 'effect size'. The choice of product strength 

allows physicians to have flexibility in clinical practice, and therefore is desirable. 

However, the DQTC members had to ensure that the product could actually achieve 

clinical benefit throughout the dose range. Moreover this concept of effect size has clear 

ramifications on the economic data submitted by the manufacturer. Products have a range 

of unit costs, which clearly can influence conclusions drawn in both the impact and 



economic analyses. Different product strengths with dif5erent prices have different cost- 

effectiveness ratios; at one dosage a product may be econornicaily attractive, while at 

another dosage it is not. The perception at the DQTC meetings was that the 

manufacturers were well aware of this, and used the dosage that made the product the 

most economically attractive in the submission : 

"the economic and impact analysis uses the cheapest dose to make it 
look more attractive". . . Dec.G.2. 

And : 

"it depends on the d m g  dose used to determine cost - motion is to reject 
until the dose is clarified and clear up how much of an impact this will 
have". . . Dec.G. 1 &4 

And : 

'when increase the dose it will be very costly because there is no bigger 
tablet - \vil1 have to take two and double the cost". . .Feb.I. 17 

Unfortunately it was not uncornmon that the dose used in the analyses was not aiways the 

most clinically relevant. Assessing the value of a product over its complete dosing range 

was a key part of the assessrnent made at the DQTC meetings. It was integral to the 

clinical merit ascribed to a product. 

The product's side effect profile was ais0 a concem for the DQTC members. The 

possibility of severe and devastating side eflects ofien resulted in denial of general listing. 

in these circumstances the DQTC wanted to ensure that the product would be used safely, 

and therefore recornmended restriction to use by a specialist only. If side-effects were 

cornmon to a class of dmgs then suggestions would be made to review the entire class 

rather than only restrict the one drug : 



"There should be a concem that may have inappropriate use because 
one of the dmg components ... therefore recommend d e f e r ~ g  this 
decision until we can review the entire class of dmgs". . .Feb.E.4&9. 

Products were also reviewed caretùlly at the DQTC to ensure that abuse of 

product was minimized. Often products are used in populations that have a similar but 

unrelated condition than that of the target population. This was of concem to the DQTC 

for one of two reasons : clinical or economic. Because the 'abuse potential' code 

appeared to be part of hivo larger codes -clinical and impact - it was dissolve& and 

information went to the relevant code. The clinical concern was paramount if there was 

any concern about the product's side effect profile. Under these circurnstances the DQTC 

wanted to reduce the population at risk for developing problems : 

"May have special benefits in a certain part of the population, but will 
have abuse in the elderly where the side effects could be dangerous. 
Therefore 1 recommend rejection based on the cost and the potential 
abuse problem in the elderly". . .Feb. J.8,9& 1 3. 

And : 

"May be used in patients for whom this dnig was not intended - should 
we limit the use of the dnig to a certain group of patients and therefore 
decrease the abuse potential that exists?'. . . Feb.A.61&66. 

The concem that a product would be abused in wrong patient populations also had 

economic concerns. impact analyses are based on prescription projections; clearly the 

manufacturer's estimates would be wrong if the product was used more widely than 

intended. The overall cost to the h g  budget could be much higher than projected? and 

therefore make a product less attractive economically. Under these suspicions products 

were oflen rejected. 



The effect of the clinical data on the economic analysis is obvious. The economic 

analysis is based on, and therefore dependent on, the clinicai data. This inter-play 

between the clinical and economic analysis was noted in al1 the interviews : 

Oh, 1 think it is still primarily efficacy and safety. Cost is an issue, but 
the fust that even economic analyses hinges on is effectiveness. So 1 
think it is much more an important issue initially to look at issues of 
eficacy and safety . . .interview #4 : 6.8.1-3. 

And : 

The most important thing is to carefùlly evaluate the products benefit, 
the clinical benefit. You have to carefully look over the clinical data to 
ensure that the product does what it says it witl do, especially in the 
most used dose range. The cornmittee's strength is really clinical, and it 
has to ensure that the reported benefits are worthwhile and attainable at 
the given dose range. The economic analysis is secondary to this .. . 
Interview #5 : 1.8.1 -5. 

And : 

If people are not convinced, lets just Say on the effectiveness side, for 
example, then its mute what the cost-effectiveness is, so it (the 
economic analysis) will not get discussed in that circumstance 
. . .Interview #2 : 10.10.3. 

in addition, the strength of the clinical clairn d s o  infiuenced the degree to which 

cost and impact were discussed - products with clear clinical advances were perceived 

more favorably than those that did not. If the product was clinically important, then al1 

other factors became secondary. 

4.5 The Imporfance of the Quality Factor 

The quality of the data is another important factor in the decision making process 

at the DQTC. It definitely had an effect on the decisiow made. Issues of quality are 

important to both the clinical and economic claims. Ifeither aspect of the submission had 



poor quality data, the entire submission was poorly perceived. This was especially true 

for the clinical part of the submission as this challenged the product's clinicai merit. The 

DQTC members also felt more comfortable cntiquing the clinical claims made by the 

manufacturer than they did the economic claims. The DQTC members therefore 

reviewed the clinical claims in detail, are were often critical : 

"The small changes in the data are rneaningless". . . Mar. A. 1 7 

And : 

"Have surrogate data but not good quality data to support this 
claim? . . Feb.I.5 

And : 

"data given is hard to interpret, had to know if it is 
valid". . . Ma~X.67~68 

Moreover, the DQTC members recognized that the manufacturers were trying to present 

products in the best possible light so that the products would be favorably listed. This too 

lead the DQTC to review the submission in great detail. Any hint that data presented 

were skewed to reveal only the positive resulted in heavy criticism : 

"The questionnaire was specificaily designed to the product, possibly 
manipulated the questions to get positive responses" . . . Mar. W. 1 2,13. 

At times the DQTC felt that the manufacturer was trying to slip something by the 

cornmittee, or was k ing  less than Wly honest : 

But one has to ensure that the manufacturers have not sufficiently 
manipulated the data in these circumstances to get something by 
. . .Interview #5 : 3.26.5. 

Moreover, the external consultants had similar impressions : 

Sometimes you will fmd stuff  in the binder if you are willing to play 
detective. Sometirnes you can find things hidden away that contradicts 



everythhg else that they said. It makes you wonder if their conclusions 
are vaiid . . . Interview ff 1 : 73-75. 

The extemal consultants often complained about poor organization of the submissions. 

Three interviewees stated that they often had to spend one to two hours organizing 

submissions before they could start to review them. This definitely increased hstration 

levels, and made these i n t e ~ e w e e s  more criticai of the submission in general. 

Poor clinical data most often resulted in the dismissai of the rest of the 

subrnission. The economic data wouid not be reviewed in detail if the manufacturer had 

failed to make a case for the product's clinical merit. In these circumstances the DQTC 

would comrnonly reject the product for listing, or would defer the decision until the data 

were clarified by the manufacturer : 

"cannot give a reasonable motion because the data is hzy " .  . .Mar.S.39 

And : 

"motion is to reject until this is cleared up by the 
manufacturer". . .Apr.I.9 

The quaiity of the economic analysis was also important to the decision process, 

but was less crucial than the quality of the clinical data. The economic consultants are 

required by the Ministry to comment on the quality of the economic submission in their 

reports. However the presenter at the DQTC meetings did not have such a requirement; it 

is up to their discretion to mention it at the meetings. I noted that extreme cases were 

presented; if the economic andysis was of poor quality there was a greater chance that it 

would be mentioned by the presenter : 

"the worst case was not presented, the sensitivity analysis was not 
complete, there was no quality of life data. We should not approve 
until direct cornparisons are made to the cornpetitor". . . Dec.K.7-9. 



And : 

"this is the most disorganized and inefficient economic analysis ever 
seen". . .Feb.F.3 

And : 

Yhe economic analysis is grossly flawed and misleading". . .Dec.C.3 

1 had hoped to review the economic consultants' reports to get a more complete 

assessment of the quality of the economic submissions. However access to these reports 

was denied because of the confidentid nature of the materiai in them. My general 

impression is that the overall quality of the economic anaiysis is fair to poor. The 

importance of this observation on the role of the economic analysis will be discussed 

fiuther in the section entitled 'The Role of Economic Analysis". 

4.6 The Importance of Consistency 

Another important factor that came up fiequently related to consistency of 

decision making. The DQTC felt strongly that in order to make good decisions, one had 

to ensure that the decisions were consistent with those made in the past. That meant 

treating like products alike, and for this reason the consistency factor was most relevant to 

generic and me-too products. In the genenc arena, for example, a product codd not be 

listed if the reference product was not listed. For me-too products the DQTC considered 

past 'decision d e s '  that were applied to products in the same class : 

"how can we reject this dmg when the other was listed just six months 
ago". . . Dec.K. 10 

And : 

"it is hard to defend why we reject one and list another". . . Mar.I.23 



In addition, when the DQTC dealt with me-too products they oflen considered the median 

unit price when making a listing recommendation. There was pressure to 'protect the 

median', and any decision to list products well above the median were deemed 

inconsistent with the philosophy of attaining good value for money : 

'rhis product is cheaper compared to alternatives in the same class but it is 
more expensive than others used to treat the same condition. Concern that 
a general listing will erode at the proper use of other cheaper cirugs and 
therefore increase the overall cost in this class of drug". . . Jan.F.2,4. 

So most of the tirne the cornmittee's mindset is 'we don? need yet another 
and we certainly don't need yet another more expensive and we certainly 
don't need another when the old one is going to be genencized very soon. 
So we think ahead a bit, you know . . . interview # 7 : 32.9.3-5. 

Consistency was also important in the decisions made regarding innovative 

products. The DQTC considered the effect of current decisions on future ones, and so as 

much as possible they grouped like products together to discuss at one meeting. 

Subcommittees were often assembled to assist this process. Grouping the products 

together helped to ensure that equal attention was paid to important factors for d l  the 

products, and thus the decisions were consistent and fkir. 

4.7 The Role of the Unit Cost and the Impact Anabsis 

While the clinical factor was the key factor in most decisions, regardless of the 

type of dmg, economic information was also important in the decision process. The unit 

cost of the drug, the impact anaiyses and the economic analyses al1 had a role to play. At 

the DQTC meetings it was apparent that those variables are heavily dependent on each 

other. The unit cost of the dmg, for example, drives the impact analysis. The impact 



analysis is estimated by rnultiplying the unit cost by the expected number of prescriptions 

written per year and finally subtracting the cost of the competitive products that it is 

expected to replace. The relationship is therefore quite straightforward : a higher unit 

cost results in a higher potential impact to the dntg budget. A similar relationship exists 

between the unit cost and the economic analysis. In simple terms, value for money is 

estimated by looking at the ratio of incremental health benefits to incrementai costs. A 

higher unit cost means that the benefits cost more, which in h m  means that the resulting 

ratio increases too. Therefore, higher unit pnces equate to higher impact estimates, and 

less favorable cost-effectiveness ratios. 

Any product with a high unit cost was carefiilly assessed before it was listed 

because of the associated large impact to the dmg budget. The DQTC members easily 

understood this relationship, as it was referred to tirne afier tirne: 

"problem is the cost - it is very high when compared to its competitors, 
and therefore the potentid impact is huge". . . Feb. J. 1 2 

Many sections of data were labeled with both the cost and impact codes because they 

were discussed together so often. 

Costing tables were provided at DQTC meetings that listed al1 products available 

on the formulary for a given disease process, and the associated dosage and price ranges. 

These tables appeared to assist decision making and were used most fiequentiy in the 

decisions pertaining to me-too products. Given that a me-too product had succeeded in 

making its case on clinical merit, simple unit costs provided adequate econornic 

information; fiom this either a cost cornparison or cost consequence analysis could be 

performed. 



The impact anaiysis, despite its dependence on the unit cost, appeared to aiso have 

an independent influence on the decisions made at the DQTC meetings. It was referred to 

most circumstances, both when the expected impact was large and smail : 

"the impact will be small on the ODB because there are so few patients 
that the decision of whether to list the drug, or where (general, lirnited 
use or section 8) does not redly matter". . . Mar.B. 13. 

Much time was spent dissecting two important aspects of the impact analyses: effect size 

and which cornpetitive product was projected as having the largest reduction in 

prescriptions written. Both aspects strongly influence the overall impact that an 

additional product on the fomulary will have. This was quickly recognized by DQTC 

members : 

"some products will be used less if this drug is listed - this may reduce 
costs to the government if it takes away fiom more expensive dnigs, but 
may be more expensive to the governrnent if it takes away from cheaper 
cinigs". . . Dec.H.5 

And : 

"dmg A is more expensive than dmg B, therefore we should list dmg B 
as a generai listing to decrease the use of drug A . .  .Mar.X.3 1 

The impact analysis was therefore important to al1 decisions made at the DQTC. It acts 

as a magnifier to the entire process; if the estimated impact is high, then al1 aspects of the 

submission are more carefully scrutinized. 

4.8 The Role of the Economic Anabsis 

initially it was unclear whether the DQTC mernbers understood the importance of 

looking beyond the unit costs and impact analyses to the value for money. Economic 

analysis is thought to give a more complete picture of the true costs associated with a 



decision; it looks beyond simple unit prices and beyond the impact on the drug budget. 

Done well, an economic analysis explicitly outlines the tnie cost of a product by 

contrasting gains against losses. Al1 important health outcomes and health care costs are 

to be recognized in an economic analysis. Ln this way the tme costs of the cornpethg 

benefits are clearly detailed so that an informed decision can be made regarding what the 

benefits acnially cost. This means that outcomes that could have been achieved had 

another chcice been made also has to be acknowledged. Because economic analysis is 

designed to explicitly outline what different choices entail, it is theoretically the ideal 

decision aid in the heaith care sector. 

This is especially true in Canada as the Canadian Health Care system has k e n  

fiactured into 'paralle1 silos' that have different leaders with different goals and different 

budgets. The resulting streams of health care historicaily have not been very responsive 

to one another, and have operated independently. They have not had to consider what 

repercussions actions have on other sectors. This has resulted in problems in the past, as 

costs have been shifted fiom one area to another. Economic analysis however forces one 

to consider the whole picture - not just the gains and losses to the drug budget, but to 

other areas as well. For example, a drug that decreased admission rates would have to be 

seriously considered, even if the unit price initially appared unreasonable. The DQTC 

made such a decision at one meeting : 

"will have a huge impact to the ODB but may Save in other areas. The 
dmg branch is OK with this, and is willing to accept the shifts in costs to 
them and away fiom hospitals" . . . Mar.X. 109 

Despite the theoretical basis for the application of economic analysis to the 

fomulary listing process, the submitted economic analysis provided by the manufacturer 



and the consultants' assessrnent of these were not commonly discussed at each meeting. 

At first 1 thought it was either because the adys i s  itself was not understood by the 

committee members or because the economic analysis itself was not important to the 

decision process. To son this out, 1 contrasted the situations where the economic analysis 

was routinely discussed with t 'ose in which it was not, and found that it appeared to be 

related to the type of drug discussed. Generic products and me-toos not requesting a price 

premium are typical of decisions that are not dependent on a sophisticated economic 

analysis. in both situations ail that is required to make a decision is a simple cost 

cornparison because the clinicai benefits are the sarne. It is therefore quite appropriate 

that the discussion revolve around unit costs. The sarne however can not be said about 

imovative products or me-toos requesthg a price premium. in these circumstances the 

manufacturers are required to provide documentation as to what the cos& are per unit of 

clinical benefit, and moreover to justiQ the costs. A simple cost comparison cannot be 

enough in these circumstances. More detail is needed to make a decision; a cost- 

effectiveness, cost-benefit, cost-utility or even a cost-consequence analysis suffices. The 

Ontario Pharmacoeconomic Guidelines outlines this clearly to the manufacturers so that 

these requirements are clear. 

However, the economic analysis was not commonly discussed even when 

discussing me-too products with a price premium or imovative products. Again that 

observation was puuling. M e r  careful investigation it was clear that the economic 

analysis was not being discussed for one of three reasons. The first, and most easily 

understood, was that it was not provided by the manufacturer. This occurred once for an 

innovative product. In this situation the manufacturer claimed that both the benefits and 



costs were too difficult to estimate for a given disease. This was not well teceived at the 

DQTC, and the stance taken by the DQTC was clear : 

"in the absence of the economic analysis the manufacturers leaves it to 
the subjective opinion of the Ministry of Health and the 
DQTC". . . Feb.G.34 

The second reason why economic anaiysis was not mentioned was because the clinical 

data on which it was based were not strong. Usually the DQTC discussed the clinical 

rnerits of a product before going on to discuss the economîc aspect of the submission. It 

\vas felt to be unnecessary to discuss the econornic submission if the product had failed to 

make its clinical case* as the clinical merit is the key aspect of the submission. Again this 

is a logical reason not to formally discuss the economic analysis in detail at the meetings: 

the decision not to list had already k e n  determined by the lack of strong clinical 

evidence. 

The third reason why the economic analysis was not discussed in detail had to do 

with the quality of the economic analysis itself. As stated previously, the economic 

analysis is only as strong as the clinical evidence on which it is based. if the clirrical data 

were not strong, or were based on a short period of tirne, then this requires the economic 

analyst to make certain assurnptions about the products long terni effects. The quality of 

the assumptions made during the economic analysis has a strong influence on its 

credibility. The weaker the basis for the assumptions, the more likely the economic 

analysis will not be believed: 

1 think that in many instances there are other reasons why the discussion 
of the cost effectiveness is rather moot - because the analysis is poor, or 
the assumptions are too great or there is no good evidence that it 
achially reduces other utilization . . . i n t e ~ e w  #2: 10.10.7. 



Again, it rnakes sense that if the economic anaiysis was not believable then it would not 

be discussed in detail at the meetings. Three of those interviewed thought that it was the 

role of the economic consultant to make it clear to the committee whether or not the 

economic analysis was of good quality and therefore could prove useful in the decision 

making process. One interviewee felt this was his primary role as an econornic 

consultant. 

The economic analysis was only discussed in detail in a handfid of discussions. 

However 1 discovered that the committee was doing its own cost-consequence analysis 

during the meetings. If the submitted econornic analysis was less than helpfid, the 

cornmittee would compare unit costs of alternative products to estimate cost effectiveness 

ratios. This was most easily done when discussing me-toos requesting a price premium 

as costing tables were provided at the DQTC meetings. The incremental costs and 

benefits are then estimated easily: 

There are some that are so absolutely clear that you do not have to read 
an economic analysis to corne up with the answer. You look at twelve 
dollars a day versus three dollars a day for (two products in a class) - 
and you know that the studies are not so compelling that there is so 
much a difference - so there is no contest . ..interview # 3: 23.52.1-2. 

The members use the costing information to estimate a product's cost effectiveness. Less 

information is available about innovative products and their appropriate comparators. 

Nevertheless, the DQTC could still perfonn its own cost consequence analyses in these 

circurnstances : 

So when you say that people focus on price - the price of a dnig - they're 
incorporating in their minds the benefits based on the effectiveness.. .so 
people do a back of the envelope analysis without the fomal stuff. The 
economics group looks at the formal stdT but when it cornes to the 
Cornmittee they look at that recommendation and see it is comparable to 
other interventions and it is believable - but they aiways revert back to 



their own way of thinking about it, which is safety, effectiveness and 
effect size - and then they'll look at the cost of the dmg. And they're not 
just looking at the cost of the drug, they're incorporating what they think 
the economic daerences are on the benefit side . . . I n t e ~ e w  #7: 2.25.22- 
25. 

Al1 interviewed members of the DQTC thougbt that the economic analysis was 

important to incorporate into each decision. They perceived it as a powerhil tool that 

could aid their decisions. However, they aiso mentioned some aspects of the economic 

analysis that limit its usefùlness. Mentioned most ofien were methodologicai problems 

that are not readily fixable when one employs economic analysis to help with formulary 

listing decisions. The interviewees had concerns about the reliance on assumptions in 

econornic analyses. Three interviewed however recognized that the assumptions will 

always be greater when the economic analysis is done early in drug development as not a 

lot of long term information is known : 

1 think one of the things that 1 have found a bit fhsîrating reviewing 
many of the economic analyses is that the nature of what we are doing 
means that the product is in a relatively early stage in terms of its 
development, at least in terms of clinical trials and clinical practice. And 
so many of the economic analyses that 1 read 1 find it very difficult to be 
able to make any firm judgment of the cost-effectiveness because studies 
have been very short, a tremendous number of assumptions have to be 
made about long terrn effects, or side effects, so a lot of things that 1 find 
a bit hstrating, 1 think, is realizing that probably it is only the minority 
of economic analyses that are new that 1 cm really say at the end of 
reading it that this product is going to save us money ... interview #2: 
38.16.4. 

This problem is unlikely to resolve quickly as manufacturers seek listing relatively early 

in product development. The assumptions will be always more numerous at this stage 

which will continue to influence the ability of the economic analysis to serve as a 

decision aid. 



The other way in which those i n t e~ewed  thought the economic analysis was 

limited had to do with the value judgments h t  are made in such an analysis. Again this 

is a methodological problem: value judgments enter economic analysis at every stage - 

From the perspective taken, to the benefits and costs included in the analysis to the way in 

which the benefits are counted. Moreover the researcher's vaiues also affect the 

assumptions that are made in the analysis. The conclusions drawn by the analyst are also 

driven by value judgments - if you do not agree with the values that were emphasized, 

then you ignore the analysis. This has long been viewed as a weakness of economic 

analysis right fiom the beginning of its development. But the economic analysis was 

never intended to give one correct answer - what one believes to be valuable will always 

be a personal decision. The intention of economic analysis is to make the decision 

making process more explicit by detailing what was seen as important enough to be 

included in the analysis, and what was ignored. It was intended to be used as a means of 

critical thinking, not as the way to the one correct answer. 

Two interviewees recognized the importance of values in each step of the decision 

process at the DQTC, and stated that its influence is not limited to the economic analysis. 

They recognized that this occurs because each member has their own set of values that 

influence the decision process : 

So people b ~ g  a whole world view of their societal principles ... 
Interviewee # 3 : 8.44.34 

In addition they both felt that values are pervasive to the entire process; one cannot 

readily isolate this factor fiom either the end result or the process leading to it : 

and then you come down to vaiues, you can never get away fiom values 
. . . Interviewee # 7: 8.8.2-3. 



One's value system wil1 determine how one views each aspect of the entire 

submission. I q o r t a n l y  it can influence even the most basic factor of the decision 

making process - clinical ment. DifXerent physicians have different perspectives as to 

what disease processes are important to treat. For example, one member suffered fiom 

seasonal allergies; he was vocal about the importance of having allergy medications on 

the formulary. Having different values and perspectives however c m  aid the decision 

making process as it ensures that different viewpoints are recognized by the committee. 

This was well stated by one interviewee: 

It is better to have opinionated, vocal people who speak up and bring up 
issues, whatever they may be. It broadens the decision. When member 
A and member B were on the committee they hct ioned as complete 
opposites. Besides king  interestuig, it also made sure that ail views 
were represented. It is a problem if there is no discussion, which 
happens at tirnes.. . Interviewee #5:9.7.2-4. 

In addition, one's values play a role in how carefully one scrutinizes the data; if 

one strongly believes in a product, then one may not look for reasons not to list it. The 

opposite is also m e .  This phenomenon was comrnented on at different meetings when it 

appeared that the consultants gave positive recommendations despite a paucity of data. 

Value j udgments also are very important to how one views the economic data. 

Different costs will be acceptable to one member, but not to another. Different members 

will think that different costs should be included in an econornic analysis, while others 

will disagree. One of the interviewees stated that the govermnent's goal of seeking value 

for money can be interpreted differently by different committee members : 

Now, what does it mean to be fiscally responsible? Depending on your 
interpretation means '1 never spend anyone's money', or '1 think I'm 
getting good value for the money, but 1'11 always spend that money to get 
it' ... Interviewee # 3: 16.65.7-8. 



This however relates back to the original intention of economic analysis - it was intended 

to provoke discussion, not to give one correct answer. The goal of attaining 'value for 

money' can therefore have difYerent interpretations. 

Figure 3 outlines the many different factors that influence the usefulness of the 

economic analysis to the decision making process. The most alterable is the presenter at 

the DQTC meetings; if the presenter was well versed in health economics this could aid 

the decision process by ensuring that important issues central to the analysis were raised. 

The other factors that affect the usefidness are not as easily changed. The context in 

which the economic analysis is applied will always be rich with politics and value 

judgments. Moreover, because the economic analysis is required early in product 

development, other methodological problems will persist. Most importantly, the strength 

of the clinical data will always determine the outcome of the economic analysis. 

Those interviewed generally spoke well of the concepts of economic analysis and 

of its application to the process of formulary decision making in Ontario. Economic 

analysis was therefore generally well perceived by those who use it, despite the fact that 

its use appeared to be limited in the decision making process. The reasons for this 

paradox are unclear, and could be the focus of friture research. Whether the economic 

analyses actually altered any of the listing recomrnendations is also dificult to assess; it is 

clear that the overall decision making process is quite complex. 

Unfortunately 1 was unable to review the official documents containing 

information as to the quality and type of economic analysis most commonly used. My 

perception is that the overall quality of the submitted economic analysis was poor; this 

W e r  limited the usefulness of the economic analysis. 1 can only speculate that the 



economic analysis provided are of a simple nature given that the majority of products that 

seek listing are generic and me-toos. 

In sum, the data gathered in this thesis point to one conclusion: the economic 

analysis plays an important, but limited, role in the decision making process. This 

hypothesis was first generated in the observation phase of the thesis; observing how 

econornic analyses were used in practice was invaluable to the generation of this 

hypothesis. Overall the economic analyses were infkquently mentioned during the 

decision making process, and the relative importance of each economic analysis to each 

recommendation was clearly infiuenced by many other key factors. The interview 

process was also important to the development of this hypothesis. The interviews helped 

to confirm why the economic analysis played a limited roie in the decision making 

process. During the interviews the importance of the interaction between the econornic 

anal ysi s and the context in which it is applied became apparent. This was an important 

insight as to why the econornic anaiysis has a limited role overall in the decision making 

process. This will be discussed in more detail in the next chapter of the thesis. 



CHAPTER 5 

Discussion 

The main question of this thesis was to study the role of the economic analysis in 

the decision making process at the DQTC. Four subquestions were developed to heip 

reach the answer to the main question. For ease of reference, these sub-questions are as 

foiiows: how did the DQTC members perceive the economic analysis? Did the economic 

analyses alter product's listing? What was the overall quality submitted by 

manu facturers? What type of economic analysis was most cornrnonl y performed? 

The decision making process at the DQTC is quite cornplex. Many factors were 

important to the process, but the relative importance of each key factor varied fkom 

discussion to discussion. It was not easy to isolate one factor from another in this process 

because the factors and the resulting interactions were so intertwined. (Please refer to 

figure 2.) This was clearly tnie of the role of the economic analysis in this decision 

making process. The economic anaiysis was influenced by several key factors: the 

product's clinical merit; the quality of the manufacturer's submission; the presenter's 

grasp of basic principles of econornic analysis; the impact analysis and the unit price of 

the product; the context of the decision making process; and lastiy by various 

methodological issues pertaining to econornic analyses, especially that of values. This 

interaction is displayed in figure 3. Because these interactions between factors were 

strong and numerous, it is not possible to isolate the importance of the economic analysis 

to the decision making process with out making reference to these other factors. 



In this last chapter of the thesis, the key findings will be summarized in turn, and 

particular attention will be paid to how the hdings relate to current literature. In 

addition, the results are explored to see if there are possible policy implications for the 

DQTC. Each of the six main findings is explored in this same manner, with subheadings 

pertaining to contri butions to literaîure and polic y recommendations. important1 y this 

chapter also contains a section that outlines possible limitations to the findings of this 

îhesis. 

5.1 The Role of the Economic Anaiysis 

The role of the economic analysis in the decision making process at the DQTC 

was important but limited. The econornic anaiysis played a limited role for several 

reasons, some of which will be discussed in more detail in subsequent sections of this 

chapter. The majority of products submitted by manufacturers for review were either 

genenc products or me-toos with no pnce premium. In these circumstances only the unit 

p ice  of the product is required to make a recommendation regarding listing. Known as a 

cost comparison analysis, this is the most basic form of econornic anaiysis. A more 

detailed form of economic analysis is not required for this type of listing decision given 

that the product has the same clinical ment and safety profile as its comparitor. Because 

these submissions dominated the products reviewed during the observation period, this 

limited the economic analysis to a comparison of costs. 

1 expected the economic analysis to be a more important factor in decisions 

pertaining to me-too products with a price premiurn and innovative products. However. 



here too the submitted economic analysis appeared to play a limited role in the decisions 

made. Some reasons for the this observation were obvious: the economic analysis was 

not subrnitted; the economic anaiysis was based on weak clinicai data; or the economic 

analysis itself was of poor quality and provided little important information to the 

discussion at hand. Another reason why the economic analysis was not mentioned in 

discussions was initiaily Iess obvious, but related to the cornmittee's mernbership. Only 

one member had extensive training in econornic anaiysis - this meant related discussions 

were Iimited in scope. This eEect was fûrther felt by the procedural decision not to have 

the members of the econornic subcommittee (the externai economic consultants) attend 

meetings, or be involved in discussions by way of phone conferences. 

Value judgments are an inherent part of economic analyses. The researchers' 

values determine which questions are asked, what assumptions are made, and what costs 

and consequences are Uicluded in the analysis. Because the economic analysis asks the 

reader to compare hidher own values to that of the researcher, one may not necessarily 

agree with the conclusions reached. Moreover, the economic analysis may become 

suspect because of the perception that it is overly reliant on value judgments. It is seen as 

less scientific than the process used to determine clinical merit. While this perception is 

fdse, it is pervasive - the determination of ciinical merit is also based on personal values 

of what makes a product worthwhile and important. However, the DQTC members did 

appear to perceive the econornic analysis to be less scientific than the clinical studies. 

This perception also limited the role that the economic analysis played in the decision 

making process. 



While the forma1 econornic analysis submitted by the manufacturer was not often 

discussed in detail at the meetings, the DQTC appeared to perform its own cost 

consequence analysis during the discussions. The committee would discuss the clinical 

ment of a product at some length, and would compare the claims against competitive 

products. The unit cost of the product was also compared to that of its cornpetition. By 

comparing the products in this rnanner, the DQTC quite unknowingly completed their 

own economic analysis. These discussions thus reached the key goal behind any 

economic anaiysis: are the additional benefits worth the additional costs? 

Interestingly al1 rnembers of the DQTC that were interviewed stated that the 

economic analysis was very important to the decision making process. This is in spite of 

the observation that the submitted economic anaiysis appeared to play a minor role in 

most decisions. The reason for this paradox is not clear, and at this time 1 can only 

speculate as to possible reasons. Perhaps those interviewed were keenly aware of their 

lack of knowledge that contributed to the paucity of discussion, and felt that in the 

interview they would make up for this by stressing the importance of the economic 

analysis in the decision making process. Perhaps the rnembers were simply stating the 

'party line' and reiterated statements made in the Ontario Pharmacoeconomic Guidelines. 

Perhaps 1 was wrong and the committee was aware that they were performing a cost 

cornparison analysis during the discussion; this was, der-dl ,  mentioned by one 

interviewee. 



5.1. f Contribution to Literature 

The role of the economic analysis in the decision making process has been 

assessed by researchers across the world. The findings of this thesis are consistent with 

previous studies that employed survey techniques. This thesis however is the first case 

study that examined the role of the economic analysis in a formuiary listing decision. In 

the late 1980s and early 1990s several snidies were conducted that iooked at the use of 

economic analysis in hospital formularies. Most of the studies were completed in the 

Unites States, and found that the use and usefulness of economic analysis was lirnited. 

One main concem that surfaced in these studies (Grabowski and Mullins 1997, and Sloan 

et al 1997) related to the poor timing of the economic analyses (i.e. not available at the 

time of decision making). in both studies, the economic analysis was not a required part 

of the submission, but rather was used when easily available to the decision-makers. 

Obviously employing analyses in such an 'ad hoc' fashion played a role in limiting its 

usefulness. Concems about generalizing the findings of the economic analysis to the 

hospital populations were also raised; decision-makers were not certain that the sarne 

results could be achieved in their own patient population. Another issue that was raised 

by decision-makers pertained to the potential for bias in the snidies given the sponsorship 

by pharmaceutical manufacturers. Those surveyed were suspicious of overly positive 

results, and this suspicion also limited the role of the economic analysis in the decision 

making process. The last issue that was raised related to a concem that the hospital 

pharmaceutical board did not have the expertise required to adequately assess and critique 

the economic reviews (Grabowski and Muilins 1997, and Sloan et al 1997). 



Because the DQTC has made economic analysis a required part of the submission. 

poor timing of economic analysis did not inauence the usefùlness of economic anaiysis in 

this setting. However, the other concems that surfaced in both studies by Grabowski and 

Mullins, and Sloan et al, are relevant to the DQTC setting. The DQTC members did 

ofien wonder if resdts generated in other countries or models could be replicated here in 

Ontario. The DQTC memben were aiso concerned about the potentiai for bias in the 

studies given that pharmaceutical rnanufacturers sponsored the studies. The Ontario 

Pharmacoeconomic Guidelines tries to tackie this issue directly by asking rnanufacturers 

to submit a letter addressing issues of confiict of interest. Despite this attempt at 

curtailing b i s ,  the DQTC members remained suspicious of economic analyses. This 

perception of bias limited the usefùlness of the economic analysis in the decision making 

process at the DQTC. in addition, the DQTC members felt that their lack of knowledge 

about economic analysis meant that as a group they were overly reliant on the external 

consultant. The DQTC members felt that they did not have the training to question the 

results of the economic analysis or the external consultants' assessment of the analysis. 

This certainly contributed to the lack of discussion of the economic analysis at the DQTC 

meetings. 

Recent work suggests that the type of economic analysis may be an important 

factor in its ability to influence the decision making process (Mauskopf et al 1998). This 

research suggests that cost-consequence analysis may be the ideal economic analysis as it 

is easily understood, replicable and adaptable. Because the reviewer can select out the 

costs and consequences helshe is most interested in, it may be more able to reflect 



different perspectives and values. Interestingly, the DQTC performed a type of cost- 

consequence analysis during the discussions. As such, the results of this thesis help to 

c o n f m  the work done by Mauskopf et al. 

Economic analysis has k e n  applied extensively to assess pharmaceutical 

products; this is probably its most common application. However economic analysis can 

be used in other areas of plagued by proMems of resource allocation. In the 1980s and 

early 1990s, there was a belief held by many in the field of health economics that if 

economic anaiysis was correctly done and correctly applied to a decision making process 

that it would be a useful decision aid. It was thought that the economic analysis could 

simpliQ the decision making process, as it explicitly contrasts the choices available in 

terms of both costs and consequences. Economic analysis came to the forefiont of many 

resource allocation discussions, and was widely applied with varying results. The state of 

Oregon, for exarnple, used econornic analysis to help define what medical services shouid 

be available to those on welfare benefits. It was employed in an attempt to achieve a 

laudable goal - ensuring more people had coverage to the most important and basic health 

services. Unfortunately, however, the list of services that was generated was flawed, and 

in places nonsensical. Some experts who reviewed Oregon's process felt that it was 

deemed to fail fiom the onset as the steps taken by the decision makers appeared to 

oversimplifies the process of resource allocation (Brown 1991 and Tengs et al 1996). 

Other countries have had similar results when using economic andysis alone in this 

manner (Ham 1997). 



While econornic analysis was not designed to give one correct answer to a 

resource allocation question, this is the context in which it has k e n  most widely 

employed. When used in this manner, it most certainly will fail the resource allocation 

process. Singer (1997) States that economic analysis can help to cl&& difficult choices 

that decision-makers are faced with. However, he cautions that when employed in 

isolation, economic anaiysis is not sufficient for the difficuit task of resource allocation. 

No one tool alone can solve the difficuit and political task of resource allocation. 

This thesis result confimis Singer's work. Econornic analysis cari be an important 

tool. but it alone does not sufficiently answer which product should be listed on the 

provincial formulary. The decision making process at the DQTC is much more complex. 

In general, the economic analysis currently plays a lunited role in the decision making 

process. Other factors are as important as the economic analysis to the decision making 

process, and some are more important to the process overall. 

5.1.2 Policv Recommendations 

The finding that econornic analysis plays a limïted role in most decisions at the 

DQTC has some important policy recornmendations. Sophisticated economic analyses 

were not useM to discussions pertaining to generic products or me-toos with no price 

premium. These submissions do not require such detailed information given that the 

dinical claims are established. Simple unit prices sufice in these circumstances. 

Adopting such a policy could benefit both industry and govemment. Industry could then 

focus its resources on doing hi& quality economic analyses for submissions of innovative 



products and me-toos with a pnce premium. It is with these types of submissions that 

economic analysis has potential to add to and influence the decision making process. 

Industry would most certainly be happy with this shift in policy, as the fmt group of  

products account for the majority of submissions to the DQTC. This may aIso result in 

higher quality analyses produced by manufacturers. Industry may also want to consider 

focusing on the cost-consequence mode1 of economic analysis. Governrnent too could 

benefit fiom this policy requesting econornic anaiysis only for me-too products seeking a 

price premiwn and innovative products. They too could make better use of available 

resources. There is a rather small and select group of academics that have the 

qualifications to serve as extemal economic consultants to the DQTC. By paring down 

the number of submissions to review, there are some possible positive spin-offs. If given 

less work, the extemal consultants may be able to complete reviews sooner, may do a 

more complete review, and rnay be more available to DQTC members to answer 

questions related to theu review. 

5.2 The Role of Oîher Economic Facfors 

Both the unit price of the product and the impact analysis were important factors 

in the decision making process. High unit costs usuaily result in a high potential impact 

to the dmg budget. When the impact analysis was large, this acted as a magnifier to al1 

stages of the decision making process. Ail factors were more careWly scrutinized, and 

more tirne was taken to review the data. These important discussions ofien were first on 

the meeting agenda. The clinical claims were more closely examined for validity, and the 



externai econornic assessrnent also became more important to the decision. In these 

circumstances there also appeared to be a greater reliance on the use of subcommittees 

drawn fkom within the DQTC. The subcommittee would be asked to examine issues 

relating to the product's listing before it was brought to the general cornmittee. At a 

minimum, the DQTC member with training in health economics seemed to be more 

involved with subrnissions having a large potential impact than were other members. 

Overall, the DQTC appeared therefore to approach Listing decisions that had a large 

potential impact with more caution. 

5.2.1 Contribution to Literature 

This fmding suggests a third role for the total cost impact to the decision making 

process- that of caution or due diligence. This is clearly the effect that the impact analysis 

had on the recomrnendations made by the DQTC; when the potential impact on the drug 

budget was high, the DQTC was more carefui. Two previous roles for impact analyses 

have been described in the literature. Dnunmond (1993) identifies the first role for 

impact anaiysis as a budget cap. The impact analysis can be used to estimate the highest 

acceptable costs for decision-makers. A second role was identified by Nord (1 995) and 

Ubel(1996) - one that highlights the tradeoff between efficacy and equity. Impact 

analyses can be used by decision-makers to outline what is actually achievable given a 

certain budget. Ideally decision-makers want to implement decisions that are both 

equitable and eficacious. However, budget caps ofien make decision-makers chose 

between these two goals. 



5.2.2 Policv Recommendations 

A simple recornrnendation stems fiom this fmding - the DQTC does not have a 

policy for how it approaches products with high potential total costs, and it needs to adopt 

one. Employing subcoIlzmittees in these situations is useful so that more than one 

member has an in-depth knowledge of the important issues at hand. This does enable 

better discussions, and could ensure more discussion on any product identified as having 

large potential total costs. Having the extemal economic consultant present at meetings 

that involved large costs could also help ensure better discussion and better decisions. 

Moreover, it is important to have adequate tirne to make decisions that have the potential 

for high costs. important data pertaining to the decision should be available to the DQTC 

memben well before the meetings. Some of those interviewed did cornplain of 

inadequate preparation time as data often was sent out 2-3 days before meetings. 

5.3 The Roles of the Clinicul and Quality Factors 

This thesis found that the clinical factor was the most important factor that drove 

the decision making process. The clinical ment that was ascribed to the product had a 

large influence on al1 other factors that the DQTC considered when making a listing 

decision. The clinïcal merit determined how the DQTC perceived the unit costs, the 

economic analysis and the impact analysis. This interaction makes sense however, given 

that the cost effectiveness of any product is largely detemiined by how well the product 

achieves its clinical goals. The economic analysis is therefore dependent on the product's 



clinical worth, as are the unit costs and impact analysis. A product that is deemed to have 

clinical merit has passed the rnost important hurdle in the decision making process. 

Another reason why the clinical factor was the dominant one in this setting relates 

back to the history of the DQTC. The original mandate of the DQTC was, in fact, 

clinical; the original mandate was simply to consider a product's clinical benefits and 

safety profile. To this day the membership is predominately composed of dinicians and 

pliarmacists. This clearly influenced the discussions that took place. The interviewees 

adrnitted that they felt most capable of dissecting the rnerits of the manufacturer's clinical 

claims. The meetings were ofien dominated by such discussions, and the general make- 

up of the cornmittee might well have contributed to this observation. 

In order for a product to achieve the status of having clinical merit, the submission 

must be of high quality. The data must support the claims made. There must be little 

question of whether the product can achieve its cIinical targets, and moreover that these 

targets are important to reach. When any amount of the data quality was poor, it altowed 

the clinical merit to corne into question. Perhaps more importantly, it also cast doubt on 

the entire submission, even those parts that were well done. The manufacturer fell under 

suspicion, and DQTC members scrutinized the data more carefully to see if there were 

other reasons to reject the product for listing. The DQTC members often saw poor 

quality data as an indication that the manufacturer was tryùig to manipulate data in order 

to receive a favorable listing. Poorly organized submissions were similarly viewed. Both 

poor quality data and poorly organized submissions usually resulted in a recommendation 

to reject the product, or delay the decision. 



5.3.1 Contribution to Literature 

Finding that the clinicai factor was the most important factor in the process of 

fonnulary reimbursement confirrned results fiom other studies. Australia is the only 

other country that currentiy has the same forma1 requirement for the economic analysis to 

be submitted by the manufacturer at the time of submission for formulary listing. 

Researchers have studied the rote of the economic analysis in this process. Mitchell 

(1 997) reviewed how the Australian pharmacoeconomic guidelines have worked in 

practice since they were implemented in 1992. He states that the clinical comparison 

dominates the economic one in the decision making process, and that comparatively more 

time is spent reviewing the clinical merits of the submission than the economic merits. 

He goes on to state that this has led the decision makers to focus more on the health 

outcomes than on costs. The same is tnie for the decision-makers at the DQTC; here too 

the focus is on dinical outcomes. 

A similar result was found in a recent study done in the United States. Lyle et ai 

(1 997) sarnple 5 1 Health Maintenance Organizations (HMOs) to assess what were 

important influences on the decision making process. The HMOs were asked to comment 

on what tools they most often employed to aid decision-making. The respon, ce was 

definite - far more stated that they relied on references that pertained to clinical 

effectiveness than those that related to economic effectiveness. While the HMOs did not 

have any formal requirernent to use the economic analysis in the decision making process, 

finding that the clinicai information is most important to decision makers is consistent 

with the results of this thesis. 



5.3.2 Policy Recommendations 

Finding that the clinical factor is the most important factor in the decision making 

process has important policy implications. If the DQTC were to stress this finding to 

manufacturers, this could go a long way to assuage fears by industry that the government 

is more interested in costs than clinical outcomes. This codd enable a more positive 

relationship between industry and the DQTC. Currently it is adversarial, and hence is 

limiting. Better relations codd help achieve a smoother review process too. During the 

observation period there were a few letters of complaint sent to the DQTC by 

manufacturers regarding the review process. Time had to be taken to ciraft letters of 

response, which meant that less tirne and energy was put into reviewing new submissions. 

Manufacturers should be conscious of the importance of haWig good quality data that are 

presented in a clear and organized format; this has an important influence on how the 

submission is initially perceived. DQTC members were wary of having to sort through 

poorly organized materiai. Perhaps more importanly, if the government were to stress to 

the public that clinical importance is the key factor in the listing decision, and not the 

cost, this too could elevate the public's perception of the Ministry of Health. 

5.4 The Role of the Type of Drug 

It was clear fkom the onset of the observation period that a drug taxonomy existed, 

and that this had an intluence on how the drugs were discussed at the meetings. The 

genenc products were often reviewed 'en-bloc', and only problems with the subrnission 

were discussed in detail. The resulting recommendations were also voted upon together. 



The reference product for the generic had to be listed on the provincial formulary for a 

generic product to be considered for listing; this meant that the DQTC had aiready 

ascribed some level of clinicd importance to the product. Moreover, the pnce of the 

product was also not at issue because generic products are under firm pnce control 

legislation. Al1 the manufacturer had to prove was that the product was bio-equivalent. 

Discussing and voting for genenc products en bloc allowed the cornmittee to focus its 

time and enerey on more difficdt issues. This system worked well because the key issues 

of clinical merit and economics were clearly defined in the discussions and because there 

was an easy to follow 'decision d e '  in place. 

The me-too products d s o  had distinct patterns of discussion that depended on 

whether the manufacturer was seeking a price premium. Those products that were not 

asking for a higher price than its competition were discussed in much the same manner as 

generic products. If the product could demonstrate that it was clinically effective, then it 

was usually listed because the unit cost was less than the competition. Listing a less 

expensive me-too on the provincial formulary was generally expected to lower overail 

costs to the Ministry for this class of drug, and hence the submission was usually viewed 

favorably. Discussions involving me-too products that were seeking a price premium fell 

into a pattern similar to innovative products. This group of me-too products had to prove 

that the additional benefit was worh the added costs. 

The innovative products were the most dificult products for the DQTC to assess. 

Subcomrnittees were ofien used in an effort to enable broader and more in-depth 

discussions when these submissions were brought before the DQTC. More time was 



spent sorting through al1 aspects of each submission in this group. The clinical 

importance became panunount to the discussion, especially when no other treatment 

options were available for the disease. Under these difficult circurnstances, issues 

relating to personai values were more likely to surface. Value statements were made that 

related both to clinical importance and econornic attractiveness. The innovative praducts 

were also more likely to have high associated unit costs and impact analyses, which again 

served to magnify al1 aspects of the decision making process. 

5.4.1 Contribution to Literature 

While it makes sense that the type of drug shouid influence the decision making 

process, this has not been previously described in the literanue. The type of drug 

detemined what factors were important to the recommendations made at the DQTC 

meetings. 

5.4.2 Policv Recommendations 

Understanding that drug taxonomy influences the shape of discussions at the 

DQTC has clear policy implications- One could structure both submissions and meetings 

to take this factor into account. Submissions for generic products should be focused on 

proving bio-equivalence. Submissions for me-too products with no pnce premium could 

also be streamiined to focus primarily on clinical data. Submissions for me-too products 

with a price premium and innovative products would however have to be as detailed as 

they are presently. 



During the observation period, the DQTC began to discuss the generic products 

'en bloc', which was very favorably received. The DQTC could m e r  structure 

meetings dong the drug taxonomy by having more time devoted to innovative products 

and me-too products with a price premium. Because these latter discussions are, by 

necessity, more detailed they should be given a priority tirne dot. Unless problems are 

identified beforehand, me-too products with no price premium could also be handled as a 

P U P  - 

5.5 The Importance of Structure and Process 

The structure and process behind the decision making process at the DQTC also 

was important to the decision that was made. This was demonstrated by many events that 

took place during the observation period. A clear example of the importance of structure 

relates simply to the general make-up of the cornmittee itself. Care was taken to ensure 

that each cornmittee member represented a different and important field of medicine. in 

this way the DQTC had their own interna1 clinical consultant who could put the product' s 

submission into context. Moreover, this member was in a better position to critique the 

external experts' recommendations. Another example that highlights the importance of 

structure to the decision making process occurred when the DQTC membership changed 

and the chair was replaced. in a simple way this transfomed the process at the meetings 

as the new chair tried to count the votes differently. In a subtler manner the impact of 

replacing the chair intluenced the nature and content of the discussions. The new chair 



had a different focus as a specialist, and referred much more to his area of interest than 

was done previously. 

Perhaps the most important example of the importance of process to the DQTC 

decisions was, however, the need for consistent decision making. The DQTC members 

were constantly looking to ensure that past, present and fùture decisions made sense when 

compareci to each other. The members wanted to look back at past decisions to see what 

'decision d e s '  were used to corne to a particular decision. The DQTC sought out this 

consistenc y, and when recommendations were made that were inconsistent with past 

decisions, the new recommendations were challenged. Several times during the 

observation period subcommittees were fomed to look at a grouping of dmgs together. 

This helped to ensure that the products were referenced against each other when decisions 

were made. Discussing the products in this manner went far to add consistency to the 

decisions that were made. Thus some aspects of structure were key to the decision 

making process. 

5.5.1 Contribution to Literature 

A simple way to add strength and credibility to the decision making process is to 

add more structure to the meetings. Australia has adopted a very structured approach to 

their meetings (personal communication with A. Mitchell, 1997). They have four clear 

steps to the decision making process, and if the product fails to pass one step the 

discussion is halted at that level; the product is simply rejected for listing. Lnitially the 

context of the product's submission is discussed - what is the clinical issue at h d ,  and 



what other treatment options are available. The second step examines the clinical 

evidence. in this segment the health benefits and side effect profile of the product are 

discussed in detail. The evidence for the claims is also carefully scrutinized to ensure 

validity. If the products claims are rejected, then the discussion ceases at this step, and 

the product is rejected. If however the product does prove its clinical claims, then the 

discussion moves to the third step - that of exarnining the economic evidence. At this 

stage the committee reviews a detailed one-page review of the economic claims made by 

the manufacturer. The economic subcornmittee prepares this review, and a member of 

this subcornmittee is present to help answer questions and help aid the discussion. The 

forth and last step to the formal presentation involves discussing the product's overait 

value. It is at this stage that the presentation opens up to general discussion by the entire 

comrnittee, the members of which are expected to review information beforehand. 

Because executive one-page summaries are made for each of the f i s t  three stages of the 

discussion, the memben are usually sufficiently prepared which enables good 

discussions. The Australians believe that this structured format helps to ensure that 

important aspects of the subrnission are not missed. Moreover they ciaim that the 

structure is a time saver as discussions end at any stage where the product fails to 

substantiate its claims. 

Recent research however suggests that simply adopting an organized approach to 

any resource allocation problem is not enough to ensure a credible and iegitimate decision 

making process (Ham 1997, and Holm 1998). Decision-making that involves resource 

allocation is complicated, and cm not be easily stripped down to simple steps. Many 



different factors are important to each listing decision, and some factors dominate 

depending on the circumstances, This will be discussed in more detail in section 5.6 that 

outlines the importance of context to the decision making process. 

5.5.2 Policv Recommendations 

Despite the fact the stnictured and organized approaches to resource allocation 

problems does not always result in better decisions, Ontario would do well to adopt an 

approach similar to Australia's. Indeed interviewed members did recognize the value in 

proper process. During the observation period the DQTC did adopt a very stnictured 

approach to the discussion of generic products. The same is not true however for the 

other products. Each member had his or her own style of presentation and there was little 

uniformity to the structure of the presentations. This did cause problems at times during 

the observation period. in fact, one member of the committee was replaced as his/her 

presentations were thought to be lacking in focus and clarity. The quaiity of the DQTC 

meetings could be much improved by adding more structure to each product discussion. 

5.6 The Importance of Contewt 

The results of this thesis suggest that the context in which the DQTC operates is 

important to the h a i  decision that is made. The DQTC is a comrnittee that reports its 

recornmendations to the Ministry of Health. Recommendations are based on issues of 

cl inicai importance, merit, safety and cost-effectiveness. However each issue is in turn 

influenced by values, both those of individual members and those of the committee at 



large. Individual members may have, and did, place different emphasis on different 

aspects of the submission that fit with their own vaiue system. Ifa member were to 

ascribe high clinical importance to a product, he or she may have been more willing to 

accept higher economic costs, or less rigorous data. This did tend to occur for products 

that were deemed to have 'life-swing potential' - oncology products and products for 

HIV stand out as examples. Members may have also subconsciously ascribed higher 

clinical relevance for products used in their own field of practice. One's values clearly 

shaped how one perceived and reviewed the submission. 

There were aiso values that were common to the DQTC as a group. Al1 members 

interviewed placed an importance on the need to ensure that products recommended to 

the Ministry for listing on the provincial fomulary were good value for the money. The 

members did want to ensure that the government spent its money wisely. While the 

DQTC did not directly operate under a dmg budget, it was clear fiom obsening the 

discussions that they were aware of a budget, and were aware of its importance to the 

final listing decision. Moreover, the DQTC members were also keenly aware of the fact 

that their recommendations were simply that - there was no guarantee that the Ministry 

would accept and implement the recommendations. The DQTC was aware of the 

importance of politics to the final listing decision. As much as the DQTC tried to avoid 

the influence of politics in their decision-making, politics could not be avoided entirely. 

The DQTC tried to base its decision strictly on the available evidence, and not enter into 

political discussions. A few recommendations were rejected at the final stage during the 

observation period. No explanations were given to the DQTC as to why this occurred. 



Lnterestingly however the DQTC was ofien able to anticipate the rejections. The 

members speculated that the rejections were based on issues of fairness, equity or 

political pressure. The DQTC was therefore keenly aware of both the pressures of the 

h g  budget, and that the final step of the decision making process was in fact political. 

5.6.1 Contribution to Literature 

Finding that conte- is important to the decision rnaking process at the DQTC 

heIps to confirm work by other researchers. Hailey (1997) described in detail the 

formulary decision making process in Australia. He found the importance of the 

economic analysis to the fomulary decision was ofien influenced not just by the quality 

of the economic analyses, but also by the goals and objectives of the decision-makers. 

Because the goals of the Australian guidelines were initially unclear - b t h  vdue for 

money and cost containment goals were referenced - they were criticized. Members of 

both industry and academia questioned the true spirit behind Ausdian 's  application of 

cost effectiveness analysis to the process of formulary listing. 

Criticisms also surfaced in Ontario when it was made pubiic that cost- 

effectiveness analyses would be applied to the decision making process. Many academics 

were concemed with this application of economic analysis (Naylor 1993). Of particular 

concem was the possibility that the conclusions made by the economic analysis would be 

accepted without question. Moreover, it was feared that employing economic analysis 

would give false confidence to the decision-makers that they were making the one and 

only correct decision. While economic analysis was not designed to give one correct 



answer to a resource allocation problem, its application in the late 1980s and early 1990s 

suggest that it was expected to solve this difficult task. Researchers have suggested that 

policy makers, especiaily politicians, have been eager to apply a 'technocratie solution' to 

the problern of resource allocation as economic analysis can help disguise inherent ethical 

issues in such problems (Holm 1998). Politicai responsibility becomes diiuted by such an 

approach. Ultimately resource allocation is a political process, for which there is no easy 

solution (Holm 1998, Smith 1998 and Klein 1998). Just as economic analysis is plagued 

by value judgements, so too is the entire process of resource allocation (Williams 1992 

and Ham 1997). As Ham (1 997) States "the answer (to a resource allocation problem) 

involves a series of value judgments which will vary dependhg on the individuals and 

groups involved." 

5.6.2 Policv Recommendations 

It is important for both the DQTC and Ministry of Health to recognize the 

influence of the context to the decision making process. Stating that context matters and 

that final listing decisions are ultimately influenced by politics adds needed credibility to 

the decision making process. The players in the decision making process - industry and 

government - already recognize the importance of politics. While this would not make 

the process more transparent, it may make it more acceptable to both sides. 

Also important to improving the decision making process at the DQTC would be 

to chri@ the goals of the Ministry of Health. What exactly does govenunent mean by 

'value for money'? As this goal can not be easily dehed ,  perhaps another goai should 



targeted. Perhaps the goal should simply be to make the best possible decision given the 

available evidence - both clinicai and economic. 

The government could fuaher add legitimacy to the decision making process by 

adding public representation. This would help to ensure that society's vaiues and 

viewpoints are represented and heard in the listing process. Many researchers in the field 

of resource ailocation believe this to be crucial (Ham 1997 aud Holm 1998). 

5.7 Limitations 

There are several limitations to this thesis. The first limitation, and perhaps 

largest, stems fiom my owm personal bises. As a Masters Student in Health 

Administration, 1 have taken courses in health policy and economics. 1 started this thesis 

with the viewpoint that the economic analysis, when used properly, could aid decision 

making. This 'positive' bias may have lead me to see the role of the economic aaalysis in 

this decision making process as king  larger and more important than it actually was. 

This concern was brought more to a head by recognizing that my supervisor likely had the 

same bias. 1 believe this assumption to be true as Dr. Detsky was instrumental in 

developing the Ontario Phaxmacoeconomic Guidelines that made the economic analysis a 

forma1 part of the manufacturer's submission. In order to have taken this initiative, he 

must certainly believe the economic analysis to be useful to the fomulary decision 

making process. With both he and 1 having the same bias, 1 had to take extra care when 

coding the data to ensure objectivity. 1 read and reread the data several times before 

making any conclusions. Two months after I had collected al1 the data 1 also re-coded the 



data to see if I had been initially too positive in my coding decisions. The correlation 

between these two coding periods wzs very hi& at 89%, suggesting that 1 had not beea 

overly swayed by this 'positive' bias in my initial attempts at coding. 

1 was also concerned with how this 'positive' bias might effect my interview 

questions; 1 was afkaid that I could inadvertentiy fiame questions in such a way that 1 

would only receive the answer that 1 wanted to hem. Because of this concem, 1 reviewed 

the general content of the questions at proposal meetings and with a large group of few 

students. 1 also read extensively on the framing effect, and 1 made a conscious effort 

during the interviews to monitor the fiames 1 used. To avoid leading the interviewee, 1 

attempted to sound both positive and negative about the use of economic analysis in the 

decision making process. 

I also made the conscious decision to wait to do the interviews until after 1 had 

collected the majority of the data. 1 thought that this would be important to do for two 

reasons. The first reason was related to my concem of the 'positive' bis .  My bias was in 

part related to inexperience; my knowledge of economic analysis as a decision aid was 

h m  a classroom, not derived fiom real-world experience and application. 1 thought the 

observation would be important and could temper my enthusiasm for economic analysis 

as 1 wculd see first hand how economic analysis worked in practice. From my 

background reading on the subject, 1 knew that there were some practical limitations to 

the use of economic analysis as a decision aid. My suspicion was correct; at the end of 

the observation p i o d  1 clearly was less certain about the role of economic analysis in 

this setting then when I started the study. The second reason why 1 waited to do the 



interviews was the more important reason - 1 wanted to be able to use the interviews to 

check my findings fiom the observation period. Referred to in qualitative analysis as 

member checks, this is a usefd tool for assessing the results for reliability. 

1 was also concerned about the possible effect that my presence at the DQTC 

meetings would have on the meetings themselves. 1 was right to have this concem; a 

clear example of the Hawthorne effect occurred in the very k t  meeting. One member 

presented a product's clinical and economic claims, and inadvertently confiised two 

econornic terms. The sole member of the DQTC with extensive training in health 

economics promptly corrected him, and then turned to me and smiled. At that moment, 

both members were keenly aware that they were king observed. During my observation 

period this was the only tirne that members corrected each other, despite the fact that the 

same mistake was repeated in subsequent meetings. 

My resdts are also limited by the fact that 1 was denied access to certain key 

documents. 1 was unable to review these documents because of confidentiality concems. 

1 \vas therefore not able to fully answer the last two subquestions of this thesis: what was 

the overall quality of the economic analyses submitted by the manufacturer, and what was 

the most common type of economic anaiysis performed? Answering these two questions 

would have provided interesting information. Finding poor quality analyses or the wrong 

choice of analyses would have M e r  explained the limited role that economics played in 

certain discussions. In addition, access to the documents would have allowed me to 

reference my notes of the meetings against the officiai minutes of the meetings. This 

would have been a usefiil way to check the reliability of my data. 1 would have also liked 



to review the economic consultant's reports to see if tbere was any insight as to how to 

m e r  irnprove the role of the economic analysis in the decision making process. 

Again because of confidentiality concems, 1 was not allowed to interview the 

government employees that serve on the DQTC. This had far reaching implications to the 

findings of my thesis. I believe that these empioyees, with no clinical background, rnight 

well have had a different perspective on the process of decision making, and on the roIe 

of the economic analysis. They could well have commented on how they choose which 

DQTC members should present a product, and on the structure of the meetings. 

Moreover, they rnight have had usefd insight as to the politics that take place in the final 

stage of the decision making process - that k i n g  when the recommendations of the 

DQTC are reviewed at the Ministeriai level. Unfortunately, the decision that 1 could not 

interview the government employees also made some DQTC memben wary of speaking 

to me; 1 somehow became suspicious because of this decision. 1 am certain that this had a 

negative effect on my ability to persuade DQTC members to talk with me. 

Because 1 could not interview al1 the DQTC members, 1 aiso was concerned 

about being overly influenced by key informants. 1 interviewed my supervisor because 1 

thought that he would have important insights as to the decision making process in 

general, and the use of economic anaiysis in particuiar. Because 1 thought his influence 

could be pervasive, 1 interviewed him last. For obvious reasons 1 had to be carefid when 

interviewhg the oniy current member with training in health economics. While he had 

important insights, 1 realized that his viewpoint was influenced by his training, and 

therefore might not represent that of the average DQTC member. 



5.8 Conclusions 

There are s u  main hdings of this thesis, which for sake of reference, will now be 

summarized. Economic analysis plays an important, but limited, role in the decision 

making process at the DQTC. Its application to the process is valued in principle, but 

appears to be limited in practice. The reasons for this limitation are many, and are 

outlined in Figure 3. This work confïrms other research in the field of health econornics. 

There are important p o k y  recommendations that stem fiom the finding that economic 

analysis plays a limited role in the decision making process; one could recommend that 

manufacturers submit analyses strictiy for me-too products with a price premium and for 

innovative products. Manufacturers should also be encouraged to perform cost- 

consequence analyses. 

The role of the other economic factors were also important to the decision making 

process. Both the unit cost of the product and its estimated impact to the h g  budget 

functioned as a magnifier; decisions that involved large potential costs to the dmg budget 

were approached far more cautiously than were products with minimal impact. This 

finding again supports recent research as it suggests that the impact analyses cm be used 

to mark important decisions. Recognizing the importance of the impact analysis to the 

decision making process can also be used to direct policy. For example, the DQTC could 

easiIy employ sub-cornmittees in these circumstances. 

The clinicd factor was the most dominant factor in the decision making process at 

the DQTC. The quality of the data that was submitted by the manufacturers had a large 

influence on how the product was received; poor quality submissions were fiequently 



viewed suspiciously. The importance of the ciinical factor to formulary listing decisions 

has long been realized in the literature. The govemment of Ontario should stress the 

importance of clinical effectiveness to manufacturers who seek listing on the provincial 

formdary. This may result in higher quality submissions and perhaps a better 

relationship between the Ministry and rnanufacturers. 

The type of h g  reviewed at DQTC meetings had an important influence on the 

discussions. Different patterns emerged as to which factors were important to listing 

decisions, and the type of dmg discussed largely influenced these patterns. Generics and 

me-toos with no price premiurn shared roughly the same 'decision d e ' ;  the same was 

tnie for me-toos with a pnce premium and innovative products. This result has not been 

previously described in the literature. This has important policy implications in that one 

could streamline the data that is required fiom the manufacturers. In addition, one could 

also structure the meetings differently to M e r  streamline the decision m a b g  process. 

This thesis also found that the structure and process behind the DQTC meetings 

was important to the decision m a h g  itself. The importance of the presenter, the use of 

sub-comrnittees, and the need for consistency demonstrate the importance of process to 

the decision making process. Current literature recognùes the importance of process to 

the decision making process, but also recognizes that it in itself does not ensure legitimate 

decision-making. The DQTC could, however, strengthen its decisions by adopting a 

more stnictured and transparent approach to the decision making process. 

The context in which the DQTC makes its recommendations also influences the 

final recomrnendation that is reached. Ontario's f o d a r y  listing is a form of resource 



allocation, and as such is influenced by values and politics. The DQTC could not remove 

itself entirely away fiom this fact; each recommendation made was infiuenced to some 

degree by value judgments. This finding confirms work in the field of resource 

allocation, and has important policy implications. The government could add public 

representation to the meetings to add needed credibility and legitimacy to the decision 

making process. 



Table 1 : December Meeting 

I)HII(; I l  ' ' Y  K I Y  I;AC"I'OHS l)l,('lSlON Q U O ' I ' I S  
Dec.A lnnovative Clinical Section 8 "a political decision - have to weigh the impact on the drug budget against the political 

Impact fallout" Dec.A.6 
Politics 

Dec.6 lnnovative Clinical Limited Use "economic rcvicw - concemed with the assumptions made" - ûec.B.6 
Quality 
Economic Analysis 

"underestimated true drug costs and the impact analysis" Dn.B.8 
"CEA study estimated to be $9000/QAIAY, this i s  a reiisonably good level when 
consider that usually look for cut off of around $20,000 Dec.B,9,10, 

Dec.C lnnovative Clinical ûeferrcd "economic analysis grossly flawed and misleading" Dec.C.3 
~ - 

Cost "decision cornes down to cost - alternatives cost kss" Dec.C.5 
Consistency "problern - this decision affects p s t  decisions about other drugs previously listed 

Dec.C,8 
Dec,D Me-Too +PP Cost Reject "less expensive are other first line agents, if the company wants this listed, they will 

~ - 

have to decrease the price" Dec.D.5 
Dec.E Generic Cost Gcneral Listing 

Consistency 
Dec.F Generic Cost General Listing 
Dec.G. Generic Cost De ferred "the economic analysis uses the cheapest dose to make it more attractive" Dec.G.2 

Quality "reject until clcrify the dosage to clear up the impact analysis" Dec.G.4 
Dec.H Me-Too +PP Cost Reject "reject on the basis of pricc" Dec.H.3 

Inipact 
Dec.1 Generic Cost General Listinp 
Dec. J Me-Too -PP Cast Gcneral Listing 
Dec.K. lnnovat ive Clinical Limited Use 

cost 
Consistency 
Qiiality 

Dec.L Me-Too +PP Cost Rcjcct " concem that inedian price goes up and tlicrcfore costs more to thc govemment" 
lmpact Dec.L.4 

Dec.M Generic Cost Gencral Listing 
Dec.N Me-Too +PP Inipact Rcjcct 
Dcc.0 Me-Too +PP Cost Kcjcct 

Notc: Dec = Dccembcr 
PI> = price prcriiiurii: -PI' riicriris rio pricc prcriiiurn; .i Pl> niciiris pricc preniiiini 



Table 2: January Meeting 

Cost 
Jan.B Me-Too -PP Cost General 

Values 
Jan.C Innovative Clinical Section 8 "because this is s highly specialized area - who are we to question its use? 

Quality We have to give them the-leeway to make those decisions especially when 
Limitations of the DQTC they will do this anyway" Jan.C. 12 

JanD Me-Too -PP Cost General 
Jan.E Generic Cost General 
Jan.F Generic Cost General 
JanG Generic Cost General 
JanH Generic Cost General 
Jan.1 Generic Cost General . . . . . . . - - -  - - -  

Jan.J Generic Cost General 
- -- 

Jan.K Me-Tw -PP Cost, impact Limited Use "concem that listing will erode at the proper use of othercheapr, be%r 
drugs and thercfore increase the overall cost in this class of dnig" Jan.KJ 

Jan.L lnnuvat ive Clinical Limited Use 
1an.M Me-Too -PP Clinical Limited Use 

Note: Jan - January 
PP = price premium; -PP means no price prcmium; +PP means price premium 



Table 3: February Meeting 94 

I)I(Il(; I l  I l '  I l  l ' O I S  I)E<'SIOS Qi iO'lsi:S 
Feb.A lnnovative Clinical Rejcc t "simple drug cos4 are not enough to consider" Feb.A.22 

Economic Anatysis "up to the manufacturers to prove that is cost effective" Feb.A.59 
Impact "probleni - if the clinical data stinks then can't do economic analysis" Feb.A.79 
Cost 
Quality 
Consistency 

Feb.8 Innovative Clinical Limited Use 
Impact 

Feb.C Me-Too -PP Cost Reject "if within price categories are approved" Feb.C.2 
Feb.D Me-Too -PP Cost Limitcd Use 
Feb.E Me-Too -PP Clinical De fer "initially thought mbber stamp because decreases expense" Fcb.E.2 
Feb.F Innovative Clinical Reject "most disorganized and inefficient economic analysis ever seen" Feb.F.3 

Quality "question - should we list it becouse it is an innovative drug" Feb.F.7 
Feb.G lnnovative Clinical Reject "do not think should list because not make the grade - not value for money and the 

Impact 
Economic Analysis 
Quality 

potential impact is huge" Feb.G.20 
"may be a multimillion dollar expenditure without strong evidence" Feb.G.40 
"DQTC should be consistent too and reject it" Feb.G.52 

Consistency 
Feb.H De fer data not reccived 
Feb.1 Me-Too -PP Clinical General "extend the life span of the patent" Feb.l.1 

Impact 
Feb. J Generic Cost Rejec t "concern for abuse in the elderly as would be heavy market, but the side effects include 

Impact dizziness which would be bad in elderly" Feb.J.9 
Consistency 
Clinical - - - - -  

Feb.K Gcrieric Cost General 
Feb.L Gencric Quolity General "manufactiirets clarified poor data tliat had bcen given bcfore" Fcb.L.2 
Fcb.M Me-Too -PP Cost Gencral* "will usk the manufacturer to pay if costs/iriipaçt higher than what imagined" Feb.M. 10 

lmpac t "DQTC waiits to minimize risk to thc budget" Feb.M. 13 
Feb.N Me-Too -YP Cost Gcneral 

Notc: Fcb = Fcbruary 
PP = pricc prcniiuiii; -PP riieaiis no pricc premiiiin; +PP riieans pricc preniiiim 



'I'oble 4: Msrch Meeting 95 

Mar.A Innovative Impact Reject "the small changes in the data are meaningless" Mar,A.l7 
Quality 

Mar.D Innovative Clhical Section 8 "dmg is 10 times as much as thc comparitor with no evidence that is clinically better, 
Economic An, 
lmpact 

therefore why would you approve this drug?" Mar.B.5 
"impact will be small on the ODB because there are so few patients that the decision of 
where to list the dmg and if to list it not really matter" Mar.B.13 

MarC Me-Too Clinical Reject "need to review the entire area, and potentially change the listing that the other h g s  
Unknown PP Quality 

Consistency 
DQTC Limitations 

received" Mar.C. 17 
"way out of our league to comment on the use p s t  cataract" Mar.C.23 
" if concern about safety, then should contact the entire lot asking for more information" 

Mar,D Me-Too -PP Cost General 
lmpact 

Mar.E Generic Cost General 
Mar.F Generic - l l Cost General "block vote easiest thing to do" Mar.F.3 
MarG Me-Too +PP Cost Defer "expert recommends a conditional rejection as necd to address wastage issue because is very 

Impact expensivc" Mar.G.3 
Quality 

Mar.H Generic Quality Reject "company admits to sparse data in the submission" Mar.H.8 
"need data clarified to see how data is manipiilated" Mar.H. 15 

MarJ Me-ïoo +PP Cost Lirnited Use "nothing to substantiatc claim other than gut feeling" Mar.l.11 
Quolity "hard to defend why rcject one and list another" Mar.1.23 
Consistency "other 2"d line agents are much cheaper" Mar.l.4 1 
Other- presenter 

Mar.J Generic Cost General 
Clinical 

Mar.K Gcneric Cost General "many drugs are outdated and are questionable about their usefulness"Mar.K.4 
Mar.L dcfer blc missiny data 
Mar.M Generic Cos t Rcjec t "motion reject b/c have less cxpensive products on the furmulary"Mar.M. 14 

lmpact 
Consistency 

Mar.N Me-Too +PP Cost Kcject "problem - this dmg works for n lot of indications therefore may have increasing deman& 
lmpact asking for it" Mar.N.27,28 



l'able 4: March Meeting Corit'd 96 

Mar.0 Gcneric Clinical Rcject 
Mar,P Generic Clinical Rcject 
Mar.Q Generic Cos t General 
Mar.R Generic Clinical De fer 
Mar3 Innovativc Clinical De fer "cost is fairly expensive"Mar.S. 16 

Cost "question - thcre are a series of newer agents, should they be reviewed together?"Mar.S,23 
Quality "could save money if re-look at decision and make cheaper and better drug a general 
Consistency listing"Mar.S.29 

"can not yive reasonable motion because the data is fuzzy"Mar.S.39 
Mar.T lnnovative Clinical Rejcct 
Mar.U Innovative Cost Limited Use "company has promised to promote the low dose, which is also the cheaper one"Mar.U.5 

lm~oct  --.- - - ~ 

Mar,V Generic Quality De fer "not enouah data subniittedMar.V.4 
Mar.W Me-Too +PP Cost Limited Use "price a concern for ail provinces across Canada, the company has decreased the cost f o m  - - 

Clinical $30 to $23"Mar.W. 1,2 
Quality "pussibly manipulaiid questions to get a positive response*'Mar.W. 13 
Economic An. 

Mar.X Innovative Clinical Gcneral "economic issues - acquisition costs are different - pennies a day with x as compared to (hese 
Impact drugs which are $6 a day"Mar.X.49 
Economic An. "the non drug costs arc huge and outweigh the costs of the dmg"Mar.X.52 
Consistent y "now makc a judgment - stop looking at dmg acquisition costs"Mar.X.82 
Quality "trouble for OMH - will have a hugc impact to ODB but may save in other areasWMar.X. IO8 

"utilization will go considerably higherWMar.X. 1 15 

Note: Mar = March 
PP = price premium; -PP nieans no price pretnium; +PP means price prçniium 



Table 5: April Meeting 

. 
Apr .B Generic Cost Rej ec t "but because this dnip is a generic, it should ôe cheaper" Apr.B.8 

lmpac t "have rejected drugs before on the basis of costWApr.B. 1 2 
Consistency 

Apr,D Me-Too +PP Cost Limited Use 
Apr.E Me-Too -PP Impact General "cornes in under the median pnce"Apr.E.6 

Cost 
Apr . F Me-Too-PP Cost General "priced accordingly - is one half the price of the bigger dose"Apr.F.5 
Apr.G Generic Cost General 
Apr .H Generic Cost General 
Apr. I Me-Too UK Qualitv De fer "but from the study generated two sets of data"Apr.l.2 
Apr . J Generic Cost General 

. 

Apr.K Generic Cost General 
- - 

Apr. L Generic Cost General 
Apr.M Generic Clinical De fer 
Apr.N Me-Too -PP Cost Section 8 "this one is the cheapest"Apr.N.26 

Consistency 
Clinical 
Oualitv 

Note: Apr = April 
PP = ptice premiurn; -PP nieans no price premiurn; +PP means price premiurn 



Table 6: May Meeting 

DitII(; I l  Y '  K Y  l A I O 1 S  l)E('lSION Qt '0'I'k:S 
May .A Me-Too -PP Cost Limited Use "priced the same as conipared to the viols in terrns of cents per unit" May.A.4 

lmpact 
May.B Generic Clinical De fer 
May.C Generic Clinical Reject 
May.D Me-Too +PP Clinical Gencral "if general list thcn will triple the costs guarrenteed"May.D.44 

Cost "do move some to limited use to control costs but other times do for choice of treatment 
Impact ensure that more than one treotment option is available"May.D.75 

"rny opinion - support because need choice in heatment options, it is not a rnattcr of cost" 
Mav.D.116 

- -- 

May.E Gcneric Quality De fer 
MayJ Me-Too +PP Cost Gcneral "agree with revicwer - there is no problem with the efficacy - it cornes down to 

Impact 
Consistencv a 

May.H Me-Too +PP Cost De fer "probtem then becornes that two lOmg tablets are much more expensive"May.H. 10 
Impact 

MayJ Me-Too +PP Cost Section 8 "on strict basis of cost - rejcct this dnig"May.l.8 
Clinical 

M;iy.J Me-Too +PP Cost Reject "has to dccrease the price to be more compctitive"May.J.5 
May.K Generic Quality Generol 
Mny.L Me-Too +PP Cost Kejec t "if look at the charî, can see that this is a cost issue"May.L.2 

Notc: PP = price prcmiuni; -PP mcans no price prcmiiim; +PP mcans pricc prernium 



Table 7: June Meeling 99 

- 

1 ( I l  ' I l  K Y  I I O I S  I)E('ISfOS QtJO'I'l#:S 
Jn. A Me-Too +PD Cost De fer "marketing will push the use of this cimg" Jn.A.44 

lmpact 
Quality 

"have they underestimated the competitors? How would this impacthanslate into the drugs 
cos! benefit ratio'!"Jn.A.S2,53 

Jn.B Me-Too -PP Economic An. Limitcd Use "because save on hospital costs is competitive"Jn.B.5 
Jn.D Me-Tw -PP Cost Limited Use 
3n.F Innovative Clinical Section 8 "no clear evidence that the dnig works"Jn.F.23 

Impact "concern - those who review the section 8 - depending on how they feel about the disease 
Quality and the ability of the drug to work - it may well be rejected - there will be no unifonnity to 

the decisions"Jn.F.26 
Jn.G Me-Too +PP Cost Reject "this is a rapidly growing area for the 0DB"Jn.G.20 

Impact "concem that these dnrgs will be used f int  line"Jn.G.24 
"only told the day befoie ihnt had to review the submission"Jn.G.28 

Jn.1. lnnovative Clinical Section 8 "took a validated score and modified it for their purpose - it is highly questionable as to how 
lmpact 
Economic An. 
Quality 
Other - politics 

- - 

interpretable and meaningful the data is"Jn.l.15 
"must have fairness as many can not afford it"Jn.I.37 
"how ensure not dcprived so not create 2 tiers"Jn.1.46 (the patients) 
"the first ycar may cost up to $30MWJn.1.89 
"new dmg, not a lot of convincing data, and has the potential for major 
expenditures"Jn.l.l20 
"s&ial justice issue"Jn.1. 128 

Jn. J. Me-Too +PP Impact Rejec t "some evidence that there is not enough benefit to offset the cost of the drug"Jn.J.23 
Ec&omic An. 'risk share "willing to pay only certain amount d'the market"Jn.J.28 
Quality proposcd "the price is important - will send a clear signal to the Company that the cost is an 
Cost issuc8'Jn. J.45 
Consistency 

Jn,L Me-Too +PP Impact De fer "cost has increased from $5M to $8MUJn.L.5 
Cost "actuülly paying twice as much for no benefit"Jn.L.56 
Clinical "is it bcyond thc ability of this committce to do anything"Jn.L.33 

Jn.M Innovative Clinicat Scction 8 "problem is the potential for overuse"Jn.M.10 
lmpac t "it does work - ii just is very expensive8*Jn.M. 15 

~ o t e y  Jn = June 
PP = pricc prcmiuiii; -PP mciins no price prciniuni; +PP trieans pricc prcniiiini 



Table 8: July Meeting 

D I t t  '(; l)l<ll(; ï ' l ' l J k :  kt:)' ]:A(' l ' O R S  l ) k X ' l S l O S  Ql'O'l'l4;S 

Jy.A Me-Too -PP Quality General 
Jy.B Me-Too +PP Clinical General "economic review - with ranging use of I O  to 100% of the market share - the range that it 

Inipact would have on the ODB is $ IOOK to $1 M"Jy.B.7 
Quality "is questionable if it is tmly cost saving"Jy.8.12 
Cos t 

Jy,C Me-Too UK Clinical Reject "therefore this drug may be abused, question if it will then be good value for 
lmpac t money"Jy.C.35.36 
Quality 

Jy.D Innovative - 6 Clinical General - 2 "ttiere in lies the problem - there is no proof, and no real consensus even though al1 the sub- 
Quality Limited use - specialists believe it""y.D.10 
Cost 1 "reviewers kept changing the data, the conclusions are contentious"Jy.D.2 1,22 
impact Section 8 - 3 "the dmg should be available for everyone"Jy.D.32 
Consistency "the section 8 becomes an enormous barrierVJy .D. 109 
DQTC Limit. "out of our depth to niake the decisionWJy .D. 197 

Jy.E Me-Too UK Quality Reject "sent irrelevant studies"Jy.E.5 
Jy.G. Me-Too -PP Quality Reject "clearly not have enough evidenceWJy.G. 13 

Cost "is a matter of simple dmg acquisition costs"Jy.G.28 
Impact 
Clinical 

Jy.H. Innovative Politics Reject "there is a sense that there is too much off loadin~"Jy.H.7 
Jy.1 Innovative Clinical Limited Use "is cost effective - delays liver transplantation"Jy.I.7 

Economic An. 
Impact 

Jy. J Generic Cost General 
Jy.K Gencric Cost General 
Jy.L Innovative Clinical Limited Use "the decrease in cost of treating the rejection episoâes offsets the cost of the dmg"Jy.L.lG 

Economic An. 
Jy.M Me-Too UK Quality Section 8 "not enough information in this review to make heads or tails of what is happening 

here"Jy.M.8 
"reviewer thoiight that the compeny did a lousy job and asked thst the manufachirer send 
more i i ifontionWJ y .M ,9 

Jy,N Gencric Clinical Rejec t 
Jy.P. Generic Cost General 
Jy.Q Me-Too +PP Clhical Limited Use "qucsîion -slioiild WC rejcct on the basis of pricc"Jy.Q. 16 

Cost 
Jy.R Gcncric Cos t Ciciieral 

Note: Jy  = Jiily 

IT pricc prciiiiiiiii: -PI' tiicniis rio pricc prciiiiiiiii; 1 IV iiicaiis ~iricc prciiiiiiiii 



Table 9: August Meeting 

!)Hl!(; l 1  i 1 l S  I l S I 0  QIU'I'ES 
Aug. A lnnovative Clinical Section 8 "only 6- 18% respoiid - this is as good as placebo"Aug.A.8 

Quality "problem - how define the disease? Does it exist'? Some say yes, some say no - how do we 
then decide if we should pay for it or how they should get it?"Aug.A.21 

Aug.B Me-Too -PP Clinical Limited Use "need to be consistent, let the patches compete with themselves"Aug.B. 14,15 
Cost 

A u ~ C  Generic Quality Reject "should have ktter evidence"Aug.C.9 
Aug.D Generic Clinical Section 8 "this drug could be niillions of dollars"Aug.D.20 

Impact 
Economic An. 

"economic review - this drug is ridiculously cost ineffectiveWAug.D,2 1 

Consistenc y 
Cost 
Quality 

Aug. E lnnovative Quality Section 8 "economic analysis was well done, but had many assumptions"Aug.E.5 
Impact "not sufTtcient evidence to make more or general listing"Aug.E.7 

"the drug Company not answer the question"Aug.E.8 
Ai1g.F Gcneric Cost General 
Aug.G lnnovative Clinical Rejec t "this is a highly specialized area, for reviewers this will be hard to rejectWAug.G.27,28 

Quality 
DQTC limitations 

Aug.H Me-Too UK Quality Reject "not well done stiidy, cconomic analysis poorly organized, not meet criteria for 
review"Aupl.H. 10,11,12 

AugJ Innovative Quality Rcjec t "because no long terni data, it is almost like not having data because it is a long l em 
problem"Aug.l.4 

Note: Aug = August 
PP = price premium; -PP means no pricc prcniiuin; +PP rncans price prcmiuni 



Table 10: Influence of Dmg Type on the Frequency of Codes 
Identified as Important to the Decision 

Clinical Cost Other Total 
Analy sis 

Generic I O  (19%) 4 1(77%) 3(6%) 1 (2%) 8(15%) 4(8%) O 53 
Me-Too-PP 7(33%) 17(52%) 7(2 1 %) O 2(IO%) 1 (5%) 1(5%) 21 
Me-Too+PP 6(26%) 23(1 00%) 1 4(61%) 2(9%) 6(23%) 5(22%) 2(9%) 23 
Me-Too UK 1(20%) O 1(20%) O 4(80%) O 1(20%) 5 

- 

Innovative 27(84%) 1 1(34%) 19(59%) 8(24%) 2 1 (66%) 7722%) - 8(2 5%) 32 
Total 51 92 44 11 41 17 12 134 

Note : PP = price premium; -Pi1 means no price premium and +PP means price premium 
UK = unknown from discussion whether manufacturer sought a price premium 
Other combines political and value codes 



Table 1 1 : Interplay of Factors Relating to Dnig Type 

IlItt ( ' Ih~ical I h t a  h h w t d c  1);tt:t I I~ \~ ; IC~ QwlIty  ( 'oiisislcnq h s e n t  vr h l i i i c h  V;i l~~ ib$  
'l'y lbk;  

Generic equal to has to be chcaper usually less key less key key as reference not key as rare less influence 
reference must be listed always same 

presenter 
Me-Too how compares if +pp > in dcpth ea; key esp. if +pp key if asking PP key - fit with +/- more more influence 

to class if -pp > cos1 past can be key likely esp. if asking 
for pp 

Innovative e fficac y more in depth key - increase very key esp. key - worry very important possible most influence 
safety scrutiny with large about future role 

impact 

Note: PP = price preinium; -PP mcans no price premium; +PP means pricc prcmiiim 
Ea = economic analysis 



Figure 1. Schemata of the Listing 
Process 

Manufacturing , L  -Goal is profit 

I Seeks listing to ? profit 
-Tries to package sellable product 

+ -Goal is value for money, and likely 
ODB - budget containment 

-Paid by ODB - -Reports back to ODB 

rnernbk, those with economic 
training, or forms sub- 
cornmittee 

Discussion here is very important 
to end recomrnendation 
depends on: - 

- ~ l s o  politically rnotivated as seeks 
re-election 

Decides which DQTC member 
to present data; more complex - 

issues given to senior ODB 

dnig type 
preparedness of presenter 
knowledge of other members 
whether the 2 consultants 
came to sarne conclusion 
quali ty of data 

- believability 
potential impact on budget 
consistency with past 
decisions 
wony about future decisions 

-Reviews consultants' assessments 
-May do extra work 
-Preparedness key to the flow of 

DQTC Presenter discussion, and the final result 

DQTC Meeting 

DQTC very aware of the political 
/ issues, but tries to leave this out of 

Recornrnendations the recommendation, instead basing 
decisions on evidence 

1 Here politics c m  enter the final 
Ministry decision; 

1 - recornmendations can be reversed 

Final Decision 



Figure 2. Scbeniata of the Dccision Makiiig 
Process at the DQTC 

Influences each step of the 
decision process; at times 

Values more obvious thm others 

Economic 
analysis 

Determines the 
relative strength of 
the economic analysis 

Agaiii effects al1 
aspects of decision 
making; from DQTC 
membçrship to values 

Dctcriiiiiiçs tlic a~noiiiit & 
typc of clhical& ccoiioinic 
data rcquircd If possiblc past 

dccisioii riilcs 

Not believe the 
submission > 

Believe the 

Acts as a mapi  fier; 

DQTC performs 
own cost- 
consequence 
anal ysis to 
determine a 
products value 

Make a listing 

\ Sent to the 
rn Ministry for 

increases the scrutiny 1 final approval 
to al1 aspects of the 
submission if both are 
cxpcctcd to bc large Rcniovcd froni the DQTC 

rccon~nicndatioii as much 
as possiblc 



Figure 3. Factors Influcnciiig the Usefulness of 106 

Econotnic Analysis Plays a major role as the strength 
of the clinical daims dcterrnines 
the strength and believability of 
the economic analysis 

As the potential impact to the ODB 0, so 
does the importance of the cconornic 
anal ysis 

1 
Economic Analysis 

The prescnter is influenced by: 
I . the consultants' assessments 
2. training in economics 
3. own values 

This affects the presentation & the 
usefiilriess of the economic analysis to 
the dccision 

A believability 
issue; can render the 
economic analysis 
useless 

/ -  1 Main Prablerns: 
Methodological 1. early stage in drug development means the 

Problems economic analysis uses more assumptions, 
and may have surrogate end points 

2. poor comparitors 
3. value judgnients - from perspective takcn, 

to whicli costs & benefits are iticluded, to 
their relative values given 

Also iiiiportant arc tlic pcrsonal values of DQTC 
iiicmbcrs - wliat prodiicts do they tliiiik arc 
iiiiportünt & shoiild bc available on tlic foniiulary - 



Appendir 1 - Definition of Codes 

Clinicai - a reference to a product's clhicai effects, be it context in which it is used, 

the proposed benefits, or safety concerns. 

Cost - a direct reference to the unit price or drug acquisition pnce. 

Impact - a reference to the total potential costs to the Ontario Drug Benefit Program. 

This is estirnated by multiplying the drug acquisition cost by the estimated number of 

prescriptions a year and then subtracting the costs associated with the decreased use of 

cornpetitive products. 

Ecoriomic Analysis - a reference to the submitted forma1 economic andysis and or a 

reference to the comparative analysis of alternative courses of action in terms of both 

their costs and consequences (Dnimmond et ai 1997). 

Abuse potential - refers to the possibility that the drug may be used in populations not 

intended for - this raises both cfinical and econornic concerns. 

Quality - refers to the believability of the clairns made by the manufacturers in either 

the clinical or economic submission. This also refers to the organizational effort made 

by the manufacturers in their submission. 

Consistency - refers to the perceived need to have decisions be coherent / in line with 

either past or fbture decisions. 

PoIifics - refers to those situations when the DQTC recognized factors other than 

clinical importance or economic value to be central to the final decision made at the 

Ministry level. 

DQTC limitations - refers to statements where the DQTC did not feel they had the 

expertise to question either the manufacturers' claims or the consultants' assessments - 
be it clinicd or economic. 

10. Values - refers to discussions when DQTC members used their own personal 

standards and estimated worths as a guide to what was important to the decision. 

! 1 .Contat - refers to the circumstances that surround the decision making process at the 

DQTC. Most importantly the issue that the DQTC is a government run cornmittee was 

raised. 
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